
 
 
 

EPA Reg. No. 68451-1 
Vol. 1  

 
 
 
 
 
 
 
 
 
 

 
 
 
 
  

1



2

l:l'A REX;. NO. 

,. •• ~ 



3

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

AUG 2 U 2003 

Ms. Mary K. Hagler, MS 
Regulatory Specialist - Pharmaceuticals 
Intervet, Inc 
405 State Street, P.O. Box 318 
Millsboro, DE 19966 

Subject: Amendment - Revised First Aid Statements 
Deltamethrin 4% Collar 
EPA Registration No. 68451-1 
Your Submission Dated May 20, 2003 

Dear Ms. Hagler: 

The amendment referred to above, submitted in connection with registration under section 
3 (c)(5) ofthe Federal Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended, is 
acceptable, subject to the comments listed below. 

Under the "Precautionary Statements" section, move the statements "Do not open ... with 
this collar" and the paragraph beginning "Do not use on puppies under ... etc" to the 
"Directions for Use" section of your label. 

A stamped copy of the label is enclosed for your records. If you have any questions, 
please call Dr. William Sproat of my team at 703-308-8587. 

Enclosure 

Sincerely, 

George T. LaRocca 
Product Manager 13 
Insecticide Branch 
Registration Division (7505C) 



Distributed by: 
Intervet Inc. 

DELTAMETHRIN 4% COLLAR 

FLEA & TICK COLLAll FOR DOGS 

Kills Fleas and Ticks for up to 6 Months 
LONG LASTING PROTECITON FOR UP TO 6 MONTHS 

Kills Ticks (including deer ticks which may carry Lyme disease) 
ALSO mLS FLEAS 

ACflVE lNGREDIBNT: 
Oeltamethrin 

INERT lNGREDIENTS 
Total 

Percentage by Woigbt 
4.0% 

96.0% 
100.0% 

CAUTION: Do Not Let Children Play Witb This Collar 

See Insert or Side Panel for additional Precautionary Statements 
Su Buk for additional Ptuautionary Statements 

EPA Reg. No. 6845H 

Adjustable - One Size Fits All 

EPA Est No. 68451-FRA-1 NET CONTENTS: I Collar 
NET wr. o.9 oz 

405 State Street 
Millsboro, DE 19966 

Product of France 

CCEPT!D 
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READ E~TlRE LABEL BEFORE EACH USIC 

USE ONLY ON OOGS 

DELTAMETllRIN 4% COLLAR 

FLEA & TICK COLLAR FOR DOGS 

Deltamethrin 4% Collar provides full season, up to 6 months,protect.ion against fleas and ticks. 
I 

PRECAUTIONARY STATEMENTS 
HAZARDS TQ 11\JMANS ,AND DOMESTIC ,ANIMALS 

CAUTION; 
Do not open protective pouch until ready to use. Do not let children play with this collar, 

Harmful if swallowed or absorbed through skin. Causes moderate eye h:ritation. Avoid contact with skin, eyes, or cfothmg. Wash 
thoroughly with soap and water after handling. 

Do not use on puppies under 12 weeks. Consult a veterinarian before using this product on debilitated, aged, pregnant, medicated, or 
nursing animals. Sensitivities may occur aft.er using ANY pesticide product for pets. If signs of sensitivity occur, remove collat and 
bathe your pet with mild soap and rinse with large amounts of water. If signs continue, c:onsult a veterinarian immediately. 

FIRST AID 

IF • Call a poison control center or doctor immediately for treatment advice. 
SWALWWED: • Have person sip a glass of water if able to swallow. 

• Do not induce vomiting unless told to do so by a poison control center or doctor. 
• Do not give anything by mouth to an unconscious person. 

WON SKIN OR • Take off contaminated clothing. 
CLOTHlNG:: • Rinse skin immediately witn plenty of water for 15-20 minutes. 

• Call a poison control center or doctor for treattnent advice. 
IF IN EYES: • Hold eye open and rinse slowly and gently with water for 15-2CI minutes. Remove contact lenses, if present, 

after the first S minutes, then continue rinsing eye. 
• call a poison control center or doctor far treatment advice. 

For fncidentS'invoMng BUMA.J.~S, calll-800-68()-.9206 
For incidents involving ANIMALS, calll..SOO·S4t8-24l3 

Have the product container or label with you when calling a poison control center or doctor, qr going for treatment. 

Collar is intended for use only as an insecticide generator and is not to be taken intc:rnally by man or animals. Applying other 
pesticides on the dog may not be necessary while the collar is being wom. 

DlRECfiONS FOR USE: It is a violation ofFederal law to Qse this product in a manner inconsistent with its labeling. 

Deltamethrfn 4% Collar, containing deltamethrin insecticide, bas been specially fo:rmulated using patented insecticide-release 
technology. Maximum effectiveness may not occur for 2-3 weelc) after collar placemtmt. Fleas (Cttmocephalides sp.) on the dog 
will be killed and ones which are present in the dog's enviromnent that may appear on your pet will be killed. Collar will also kill 
ticks for up to 6 months. Collar will kill ticks including Brown dog tick (RhipicephaltJS sangttil!l!US), American dog tick 
(Dermacentor vartabi/is) and deer ticks (Ixodes scapularis and Ixodes pacificus) which may carry the Lyme disease. This collar 
should be worn continuously. Reapply a new collar every 6 months. 

P lace tbe collar around dog's neck, buckle and adjust for proper fit. Cut off approxima;tely 2 inches from the buckle and dispose of 
excess length by wrapping in newspaper and placing in trash. The collar must be worn loosely so !hat two fingers may be placed 
between collar and dog's neck. Living and rest areas of pet must also be treated with appropriate pest control measures to ensure 
control of pests. Wening will not impair the collar's effectiveness or the pet's protectio1n. If the dog goes swimming or is out in the 
rain, it is oo1 necessary to remove the collar. Deltamethrin 4% Collar may be used in addition to a lead or constraint collar. Use only 
one Deltamethrin 4% Collar at a time. 

STORAGE AND DISPOSAL: Store in original, unopened container, away from children. Do not reuse container or used collar. 
Dispose of in traSh. 

lMPORT ANT NOTICE: DISCLAIMER 

Read "IMPORTANT NOTICE: DISCLAIMER" before buying or using. If terms wre not acceptable, return at once unopened, 
INTERVET INC. warrants only that the product conforms to the chemical descriprio;n on the label and is reasonably lit for the 
purpose stated on the label when used in accordance with the directions under normal conditions of use. This warranty does not 
extend to the use of this product contrary to label instructions or under abnormal coo1ditioos, or under conditions not reasonably 
foreseeable to INTER VET INC., and user assumes the risk of any such use. INTER VET INC. MAKES NO OTHER WARRANT¥, 
EXPRESSED OR lMPL!ED, INCLUDING ANY JMPLIED WARRANTY OF FITNESS FOR A PARTICULAR PURPOSE OR OF 
MERCHANTABILITY. In no case shall INTERYET INC. be liable for consequential, special, indirect or incidental damages 
resulting from tlle use or haodling of this product. The foregoing conditions of sale and warranty can be varied only by an agreement 
in writing signed by a duly authorized representative of INTER VET INC. 

Part No. XXXXX Universal Product Code Number (Bar Code) Product of France 
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~, •• d. .,; ,..,.,. . ..,_ fomt. Fo.rm .&. OMB No . .,"~"' '""''"" ..t.-.. .. u..& amrae 'J.'JA. QC 

~ 

~~ Registration OPP Identifier Number 

&EPA 
United Stat .. 

Environmental Protection Agency tl' Amendment 
Wuhington, DC 20460 Other 

Appli• for ... •• ·• .... 1\,G LIUII ra;:nn..tU'IJ Secti•on 
· 1 • Companv/Product Number 2. EPA Product Manec1er 3. Proposed Classification 

68451-1 George Larocca 
O None D ~estricted 

4, Compenv/Prod\l~;:t (Name) PMI 
De!tamethrin 4% Collar 

5. Name and Address of Applicant (lnclud• ZIP Cod•J 6. Expedited Reveliw. In accordance w ith FIFRA Section 3(c)(3) 

lntervet Inc. (b)(i), my product is similar or identical in composition and labeling 

405 State St; P.O. Box 318 to: 

Millsboro, DE 19966 
EPA Reg . No. 

D Ch•clt: if this Is • n•w tlddr•ss Product Name 

Stn.:tiu•• II 

EJ Amendment - Explain below. u Final printed labels In repeonse to 

~ D 
Agencv latter dated 

RoeubmiSIIon in response to Agooov latter dated "Me Too" A~plicetion . 

Notification - Explain below. D Other - Explain below. 

Explanation: Use additional page(sl if necanary. (For section I and Section II.) 

The purpose of this submission is to revise the storage and disposal s tatements for the Deltamethnn 4~V. collar label as required by PR Notice 2001-6 , 

Section Ill 
1. Material Thi. _llrodu~ Will Be a • ..., · In; 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Twa of Container 

B Yes EJ Yaa 
EJ 

Yea g M•t• No No 
Plaatic 

No Glau 

must If "Yes" No. par If "Yes" No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

"""" I 
!3. Location of Nat Information 4. Slzelsl Retail Container 6 .. """""" of Lllbaf Oirections 

L 1 Label l _I Container I~ 
6 . Manner in Which label Ia Affixed to Product l JUthograph D Other 

Paperfeued 
Stene• ild 

~. ~· IV .· :·: .;IIQ\oLIUI' 

1 Contact Point '"· , items directly below lor of 'to b• -· •••• -!, if , ., to nrn,.... . .._,. this .c • • .o. . I 

Name Title Talephol'!a No. Uncluda Arae Code) 

Mary K. Hagler Regulatory Specialist - Pharmaceuticals (302) 934-4340 • • ••••• • • • ... . . . 
Certification I e."!n.•: ..... M _ ., ••• • • 

I certify that the statements I have made on this form and all attachments thereto are true, occur ate and complete, eRa~ •• •••••• 
I acknowledge that a nv knowlinglly false or misleading statement mav be punishable bv fine or lmprisorvnant or • lStampe81: • • • 
both under applicable law. • • •••• 

•••• 2. Signature 3 . Title • • 

'1}'\6LU~ -K,qja~ 
•••• 

Regulatory Specialist - Phannaceuticals • • • • • •• •• 
4 . Typed Name V u 

•. ~·0 '{'() tt\ i) 005 Mary K. Hagler 

EPA Form 8570·1 (Rev. 3·941 Pra'Vious editions are obsolete. White • EPA File Copy (ongln .. l Ydow - .n ... Copy 
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20 May 2003 

~o~-~~ 

~flr
AKZONOBEL 

Document Processing Desk (AMEND) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency · 
Attn: George Larocca 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

RE: Deltamethrin 4% Collar 
EPA Reg. No. 68451-1 

Dear Dr. Larocca, 

(302) 934-4340 

In accordance with PR Notice 2001-6, enclosed is an amendment of the disposal 
instructions for the Deltamethrin 4% Collar label (EPA Registration# 68451-1) for your 
review and approval. 

On 14 March 2003, lntervet Inc. submitted an amendment for the First Aid statements 
for the Deltamethrin 4% Collar label. This amendment is still under review at EPA. The 
enclosed label includes the proposed First Aid statements from the amendment 
submitted 14 March 2003 as well as the updated disposal statements. 

A completed EPA Form 8570-1 is enclosed as well as a 3 copies of the draft label. The 
proposed changes to the label are highlighted in yellow on each of the 3 copies. 

Thank you in advance for your attention to this matter. Please contact me by phone 
(302-934-4340) or e-mail (marv.hagler@intervet.com) should you have any questions. 

Sincerely, 

1Y\~~~,.jL~ 
Mary K.~gle;, MlJ--- -
Regulatory Specialist - Pharmaceuticals 
lntervet Inc. 

Enclosure 

•••• • • • •• • 

• 
•• • • • • • •• 

• 
•••• • • •••• 

lntervC11nc. • 
405 ~'it~~t:eet 
PO Box 318 

•••••• • • • • • 
• ••••• • • •• 
••••• 
••••• 

Millsboro, DE 19966-0318 
Tel. (302] 934-8051 
FAX(302] 934-6087 
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I ' 
J. 

PESTICIDE H.E<;I~TR.-\ TIO~ .\CTIO' TR-\CKI'G SYSTf.'t (PRATl 
COOI"i<; FORM 

I~ PROCESSI\G I"\ FOin1.\ TIO\ 

Submission Bar Code:.SGa {, 1 1. I ID ~umber: (:,'iJy!r1· J Action Code:5t:.O 
. 

PM Team: O ~ Reviewer: LD · ..S Pll.o.tl 

Date on AppUcation: 

EPA Received Date: 

P:\1 Receiwd Date: 

_L/~1 ()~ 

.5 I ...il.J_I 0...3 

Due Date:..:!_! .l!_! o 3 

Chemical Code (I): ______ Chemical _-------------

Chemical Code (2): ______ Chemical -------------

Pr:oposed Use: \h'Q Q ~ Yl ~'' Q ~ j\o \ l_l! .. 

~tionofA~n: __________________________________________ __ 

Related Actions: ______ ---------------------

OUT PROCESSING INFORMATION 

Response Code: ___ _ Response Date: __ /___)_ 

75-Day RespoDSe: 
CRP: 
ReltrictedUH 
Exclusive Use: 
Manufaduring Use: 

Yes. __ _ 
Yes. __ _ 
Yes. __ _ 
Yes. __ _ 
Yes. __ _ 

Conditional Registration: Data Reqaired 

GaideliDe No.. _______ _ 

Ga~eliDeNo •. ________ _ 

Commeats: 

No. __ _ 
No. __ _ 
No. __ _ 
No __ _ 
No. __ _ 

MOS: (1) Cite AD 
(4) Not Aj.plcable 
(I) . Selettlve 

Dlle Date: ___j_j_ 

Due Date __ /___)_ 
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1?=--
AKZONOBEL 

14 March 2003 

Document Processing Desk (AMEND) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Attn: George Larocca 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

RE: Deltamethrin 4% Collar 
EPA Reg. No. 68451-1 

Dear Dr. Larocca, 

(302) 934-4340 

In accordance with PR Notice 2001-1, enclosed is an amendment of the First Aid 
statements for the Deltamethrin 4% Collar label (EPA Registration# 68451-1) for your 
review and approval. 

A completed EPA Form 8570-1 is enclosed as well as a 5 copies of the draft label. The 
proposed changes to the label are highlighted in yellow on each of the 5 copies. 

Thank you in advance for your attention to this matter. Please contact me by phone 
(302-934-4340) or e-mail (marv.hagler@intervet.com) should you have any questions. 

Sincerely, 

'{YI~cf<~~~ 
Mary K. H~er, MS 
Regulatory Specialist- Pharmaceuticals 
I ntervet Inc. 

Enclosure 
•••••• • • • • • 

• ••• • • •••• 
• • • • • •• •• 

~ver-
----~-----------4 •••••• • • • •• ••• • • • • • • •• • • 

• •: • • • lntervet loc. 
405 sw~ ~treet 

PO. e~~~~ 
Millsboro, DE 1 9966-0318 
Tel. (i~2Jt8~-805 1 
FAX (3~~ ) ~~4-4292 
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' ~~~ ,..,.,.. hfllt'e 
' "'""· Form Annrnv"rf~ OMB No . .,"t7r' ""8

" exoires 2·28-95 

&EPA 
United States 

Environmental Protection Agency 
Washington, DC 20460 

Registration 
Amendment 
Other 

OPP Identifier Number 

1 • Company/Product Number 
68451-1 

4. Company/Product (Name) 
Deltamethrin 4% Collar 

Application for Pesth.:idv II 
.. 

2. EPA Product Manager 

George Larocca 

PMI 

3. Proposed Classification 

D None D Restricted 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3) 
(b)(i), my product is similar or identical in composition and labeling 
to: 

lntervet Inc. 
405 State St; P.O. Box 318 
Millsboro, DE 19966 

EPA Reg. No. ______________________________ ___ 

D Check if this is a new address Product Name 

Section II 

Amendment· Explain below. 

Resubmission in response to Agency letter dated-------

Notification· Explain below. 

u 
D 

Final printed labels in repsonse to 
Agency letter dated 
•Me Too• Application. 

D Other· Explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

The purpose of this submission is to revise the first aid statements for the Deltamethrin 4% collar label as required by PR Notice 2001-1. 

1 Material Thi. Product Will Be R In: 

Child-Resistant Packaging 

Ovas 
ONo 

Unit Packaging 

--Yes 
--

No 

• C--:s:--tJ t If ·ves• rn_":_'"::.. on mus Unit Packaging wgt. 1•1...-........ _ 
~atior of Net Contents Information 

l ' Label l J Container 

6. Manner in Which Label is Affixed to Product 

Section Ill 

Water Soluble Packaging 2. Type of Container 

No. per 
container 

0 Yes 

D No 

If •vas• 
Package wgt 

4. Size(s) Retail Container 

U Uthogri!Ph 
Paper glued 
Stencired 

I 

Section IV 

No. per 
container 

~:::c 
Glass 
Paper 
Other (Specify) ______ __ 

1

5. Location of Label Directions 

t::=1 
0 Other 

1 • Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to procBSS this epplication.J 

Name 

Mary K. Hagler 

Tide 

Regulatory Specialist- Pharmaceuticals 
Telephone Nv.•~e Area Code) 

(302) s34-434a • • • 

Certification 
I certify that the statements I have made on this form and all attachments thereto are true, accurate and c~ea! 
I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprlsonme~t or• : 
both under applicable Jaw. • • • •• • 

2. Signature 

\_ /V"\{1 l .u._ t< crJ ~""j t.Q g --
' , I"' i""' T 1---vrv/\ 

4. Typed Namit' U 

Mary K. Hagler 

EPA Form 8570·1 IRev. 3-941 PreVIous editions are obsolete. 

3. Title 

Regulatory Specialist· Pharmaceuticals 

5. Date 

\ 4 ~CA.A.. ~lJD 3 

•• 
••••• • • ••••• 

White • EPA File Copy (originell 

. . 
6. b.: A;plication 

Received 

••• • • • •• 
• 

•••• • • •••• 
• • • • • •• •• 
Yellow • Applcent Copy 
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,__,..,._ _,_ 

__ ..._ 
~ - . km A1"1l.M.I..C _j)V.Ii'o 

. United State. .. § Registration 
OPP ldentifter Number 

_&I;PA ;. 

Environmertt•l Protection· Agency ' ·.2.92637 Amendment ~ 

Wuhington, DC 20480 Other -
J c ..!_ 

. AppU~tlcm f(J!_ ID-.Ift.ll'la -·· ~. u. l.tl~ 
~ - ... -·~-~ · 

' . Company/Produot Number 2 . EPA Product Mana.g•r · 3. Propoaed Clnlliflcation· 

0 None .... · D R .. t~ted • 
<4. Company/Ptod~act. (Nama) 

. . Cl 
~ 

. -. 

~ ......,. and A~r ... of ApplicMt (~ZIP Code)· . 
6- Expedited ft8vie~w. In aecoriU*nCe with FIFRA s.tlt •1 3(c)(31 ' 

•• 4, .... . } . (b)(l), my product·ls similat or identical in a.11~0" and labeling 
to: 

. EPA Reg. No • .!_ 

0 Check 1- tN. is • new edflreu 
~ 

Product ~me 
~ ... ...z ••• , I_ I 

-- - . 
I 

D Arrtelldment ·Explain below • . - D Final printed labela in t,..,_t..;,L 
Agency letter d.tod · 

~ • .......:...;;.. in .. _ ... ,. Agoocy ,.,.,;..., .. .. o·· •Me·Too• APipliCIItion. • 
. . 

o Other- Elcplaln w 

, 
Notification- Expleln below. • 6 

l 

Explan81ion:' Uae additional page(a) If neceaaa,.Y. (For aection I and Section II.) 

!'' -
. I ~ -"-

SeClion -l!tr - _:_ 

11. M .... .,;;l Thla ... rvJN..t Wll _lie 'letol ....... ln: 
-~ 

Child-Resistent Packaging I Unit Packaging Water~ Packaging 2. Type of Cont.inar" 

aV··· r- ,....-
~ §~~ Yea 

1-- ~ 
'No Plaatic No No Glasa , ~ . 

~ ~~~: No. par Paper - If ·y .. • No. par 
~ --.: fian ~U$t Unit Packaging wgt. container V ··~· wgt container Other (Specify) 

l 
J ~~ al Net ewn-u Information 4. SQ.r~ "" .. -of ' !5 .~ ..... 0', ....... 

D Label 0 Container ,/ ' IE3 ~ =ng eocompanying product 

6. Manner in Which Label Ia Affixed to Product -:!. 
l!~:l~ 0 Other . 

~ 
' . 

,r Section J'J_ 
1 . Contact Point '""· • itMM!!!~!"t. 4 for of , .c. 11• ·'to l.. if '!' to,. this .t: •• .:. .J 

Nema • Title T elaphona No. (Include Area Coda) 

"' 
/ Certification 8. Date Application 

I certify that the statements I made on this form and all attachments thereto ere true, accurate and complete. Racarvad 

I acknowledge that any -- ~ falae or mi.teading statement may be puniahable by fine or imprisonment or (Stamped) 
both under applicable law. 

· 2. Signature 3. Tide 

- ~ -

4. Typed Nama 5. Date 

11 
It 1\ Fom~ _.,l}i1 VW.~ ; ~ """"- . .t:.;. ore~. Whha • EPA File Copy (original) Yellow • Applicant Copy 
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PAPERWORK REDUCTION ACT NOnCE end IN:STRUCnONS 

PAPERWORK REp.UCTION ACT NOTICE: Public reporting burden .for this collectlot~ of.info'"'ation is estimated to ~tvarage 0.85 hour per 
reaponee, including time for reliiawing in~~tiuctioU, . .U.rching axistine data $0Urcei, ga\ttering and maintaining the date needed, and compteting and 

• reviewi~g. the coU11ction pf Information. Send· c~Qts re'gardlng the burden .estimate or .ny other aspect of this collection of information, including 
augge1tlona tor re4ucing this burden, to Chief, lnformetion Polley Branch, (21'38), .U.S. EnvlrontTll,ntal Protection Agency, 401 M Street, SW, 
Washington, DC 20460. 

INSJBUCDONS: Thia form ie to be uaed for all epplicatiof\8 for new registration, end use rerlagistration; ame~mant, reaub.,i .. ion, to applications 
for notifications, final printed labeling, reregistration, etc. In order to process.an IIP.Pilcation for_ 11 new regl•tr•ti.on IUbmined on thil form, the 
following mat~ri .. mu.t aoOompeny the llpplicetion:: . 

1. Cerlifioation with Respect to Qt.ti~n of Data (EPA Form 8570.29). llf nOt exempted b'f' 40 CFR 1 52.B1 (b) (4)); 
2. Confldentiill Statement of Formula (EPA Form 1570-4); -
3 . Formulator's Exemption Stetement (EPA Form 8570..27); 
4. Five copies of draft lebeling; 
$, ThrH Oopiee of eny date eubmitted; 
e. Authorization letter where appftcable; 
7. MetriGea ~here applicable. 

&ubmia~ of Lebelihg - Labeling should fil'lt be submitted in the form of draft .Iabeii with ell applications for new ragietretion. Such dTaft labels may be 
1,. the form. of typed Iebei text on 8.5 x 11 inc:h paper for submission or 1 mockup of the propoaeclllebel. If prepered for mockup, It should be 
coostruouod In. way .. to facilitate atorege in an'&.S :ic 1, inch file. Mockup labels significantly tllmeller than 8,5 X, 1 inchea should be mounted on 8,S 
x 11 Inch p.per for aubmi11ion. . -· 
SIA>mkllen of Date· Data aubmitted in auppon of thia·epplicltlon must be:sub'initted in·ecoordern:e witti PR Notice 88-5. 

SPECJAC INSTRUCTIONS; Please read the instructions listed b.elow_ before completing this epplicetion. Firat determine the type of ,...,.,.u ..... 
liat.ad In Block A, for which you are submitting this eppiication. For applicationa' subinlttad In connaction with Nsw Ragiatr.Uon Mtiona, Sactione 

I, Ill, and IV must be completed by the applicant. For fl)plicationa 1ubmitted in connection with an\anded reregistration actions, rHUbmialione, 
notific.tiona, reregiatretionl, etc., Sactions I, II, and IV must be completed by the ·applic~t. 
Bkldl A · Check the appropriate action for whlch you ere eubmltting this form. 

1-.~~x.:.~- Thi• taction mu1t be completed, ee applicable, for ell regiauetion actions. 

1. Compeny/Product Number· Insert your Company Number. if one hea been assigned by EPA. This number may heve been a11igned to you ee 1 
buic reQiatrant. a distributor, or aa an ea~bliahment •. If your product ie registered, ln1an the Product Number. • 

2. EPA.Prod\lct Manager · If known. fill in the name. and PM number of the EP.~ Product Maneg~•r. 
3. Pt011011d C .... lfication - Speolfy the proposed cfe~sification of this product. 
4. Ptoduc:t Name • Enter the complete p'r'oduct name of thia pesticide a1 It will eppear on the lllbef. The name must be epecific to this product of11y. 

, DupNcation o~ names ia not permitted emong,products of the same company. Do not inclu~e any brand name or comp1ny Una deaign.tions. 
5. Nama end Add,... of Applicant ·The name of the firm or person end eddrau shown In your _,.,lication Ia the pel'lon or firm to whom the 

regiatnrtion will be issued. If you ere 110ting in behalf of another party, you mUst .tubinlt euthl)rizatlon from that party to act for them in regittretion 
matt.,.. An applicant not reaiding in the United States muet have an IIUthorized agent reaidi~IQ In the United Statu to act for them In ell ' 
registration mattere. The. nama end cornpiete mailing eddre•• of such an aGitnt mu•t accompany this application. 

6. Expedited Review - FIFRA section 3 (c) 3 CBI provides for expedited review of epplicatione for registration, or amendments to existing regiatratione1 

that are similar or identical to other pesticide products that are ounantly.regiatered with the EPA. In order for your application to be eligible for 
expedited review, you must provide Ul with the EPA Registration Number and product name l)f the product you believe is similar to or identical 
your P.fl>duct. The product must be llimil• or idenlicel in both formulation end labeled use1. 

1 ~....,........,.....,~ • This aectfon muet be oompleted for all eppllcatJone aubrriltted to .-nand the regiltll'lltion only of • currently registered product 
(Arne.ndrnanU, fot e raeubmieaion In reaponae ~o en Ageocr letter, for notifications to the Agency, for the eubmiaaion of finef plfnted lebtlllng, for 
Nlf1tgillt'Ntl0fl end for any other Mlion that pertaintt'to a specific EPA·reg!ptlf!d product. Ttlla aeetion ia m1 12 !!,! used for e new applfcetion fOf 
registration. ' 

1. Subi-ct otaubmla.ion ·Check the applic:eble block and provide the Agency letter date if appropriate. Pro\1\de e brief explenation of the purpo1e(s) 
for the eubmieaion, such u •the addition of • site, peat or ere)$) (specify)•: "emend the Confidential Statement of Formula·by .•. •;-•reraglatration 
submission•: •general label rei/ilion of use directions.• Attach a eepal'ete page if additional Slll•ce Ia needed. · 

SECDON ftl (Packaging and Container Information)· This Section must be completed for all apf)licationa submitted in connection with new 
regletratiOI\ or applleable amendments. 
1. Type of Packaging • Check the appr0$)riete block if, your product wiK be packaged in the indicated peck•ging typea. 

Indicate the eize of the indiliidual peckeu and number per retail container. 
2. Type of Aetel Container· Indicate type of container in whiCh product will be maltteted. 
3. Location of Net Contetl&a • Indicate the location of· the net contents information for your produ,ct. 
4. Slze(a) of Aet.aa Containet • Specify the rwt contents of 1111 retail contlinel'l fCM' your product. 
5. Location of Use Directions • Indicate the location of the use directions for your product. 
6. Manner In which a-bel• efllud to procluct ·Indicated the method product label It attached to ret~l container. 

1-.~~x..c..~.-~..z.. (Contact Point) - Thia Section must be completed for al! applications for Regiatretim\ actio,., i.e., new products registration, 
r.aubmisalon, •me-too,• reregistratiOI\, etc. 

1·5. Salf-e-natory. 
I. EPA U.. Only_ 
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~-JI. -~w.. . ....._ · ~ '~.~ .. II .... JlMI_I* ~- ·. 
.· 

of1t ~tlfier Number -_ ....... .. t, United Statal - .. §Reg-n &EPA -· 
Environmental Protectto·n Agency > 

Amendment ·,~9.~~1j~ " w .. hlngton, DC 20480 Other · 
-=-

Applfc:.J!Q_!L_fO!_~~cJde -~~lf\ 
- .... 

I J • ~'tf'fWu~ .,. ' 2·. EPA Produot MM!ag1er ~, Proposed Clae8ificetion-

-
Ot•D~ . . - , ( . o-a·.atriO't.d. 

4. Company/Product lNMw) PMI < . 

~-
•. -

, t , ~erne w . ~del,... of AP.PioMt 1/ncJ~ :ZJP Cod.J ~ . '*~ .... ~ ·In accor~e with FIFRA ~· 3{t)l3) 

' ~){i), my ·product·is similar or Identical iri Wl~t ed t.l:lalir!ll 
' 

'r "'l • > 

to: 

. EPA f\eg. No. 
. . 

. 

I D Check II till$ is • n•w «<dr- • ~ 

P;cd\lct Name 
. -

. eo . ~~ 

·~ !! 
D 

. 

D llll ... t! Amendment · Elrplain.below. ~ - Anal printed label.ia in f ... 

i 
. - Agency latter dated 

Reaubml88ion In reepoMe to Ageney lett..-~tad .... _ '•;· · ··o •Me Too• Applic.tion. ' 
~ • .. · . . 

Notlfic.Uon • Explliin below •. -· D Other ; Explain ...,.,. -
Explanation: Uae additiOneJ .peg•C•l if·neceaaeiy;· !For aection land Section II.) ,, 

. 

_- ' ,. 
~~! mlr -

, 
1. Materiel Thil • :Wille l in: 

Child-Resiatent Packaging Unit Packaging· Water$~ Packaging 2. Type of Container 

BY··· 
r-- Yea r-- ...... 

~~ 1- .__ 
Plaatio 

No No 
~ 

No Glasa ._ 
~~ .,0 _ O"Voo" No. per f"W . No. par Paper 

, ':""",.._"" "' must Unit Packaging wgt. container • -- wgt container -Other (Specify) ..... 
I I 

'3.. :.,;;;.A of Net c., .. (e,~ Information I ... IIIW(•) .... c.u,.,.,.. I 6 n-tlbll a• L.JII.IN 

0 0 Container 
EJ Onl.abel 

Label On Labeling accompanying product 

6. Man,., in Which Libel Is Affixed to Product --
~ ~~~:~'#a 0 Other. ...... 

1--

Section -IV 
1 Contact Point '"' .... •• it#ltTI$ t6rectly ~~ for of l".diuM.,_. to. be 

·- ·-· if '...!.!..to..:"': thi$:::!.: 
.I!. .I 

Name Title Telephone No. CIMiude Area Code) . 
~ 

Certification 8. Date Application 

I certify that the •'dlU~!'I'-" I have made on this form and all attachments thereto are true, accurate and complete. Received 

I acknowledge that any V.~tiMttiU!y felse or mialeeding statement may be punishable by fine or imprisonment or {Stamped) 
both under applicable C.,; 

2. Signature 1 3 . Title 

. 
-

4. Typed Nerne 5 . Date ., ,.. 
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PAPERWORK REDUCTION ACT NOTICE end INSf~CT~Q~S 

PAPERWORK BED.VCT10N ACT NOTICE: • Public reporting burden for thi• collectioln of information ia· estimated to average 0.85 hour per 
re11p0nee, induding time for reviewing inetJUoliou, uarching oxilting dN toutc•, v-thering and meintalning the data needed, and completirtG ·and 
;.,viewing the collection of information. S.nd·corMtertU regiirding t~ .bUrden Ntimata or any other a~ct of thit rUdleetion ~f information, inelydino 
auggettlon~ for reducing thll! burden, to Chief, Information Polley Brench, (21315), U.S. Environmt1ntal Protection Agency, 401 M St1'eet, SW, 
W11ehington, DC 20460. •· . • 

INSTRUCJ]ONS: Thit form i• to' be·ueed tor ell application• tor new ragietration, end use n•r~~oiatration, .mandment, resubminion, to applicationa 
for notiflcatione, finel printed labeling, reregistration, ate. In order to procHe an llppllcation for 11 new regiatration tubmittad on thia form, t~. 
follOwing. ~!erlll mutt eocomPtnY the "f) plication: · ' 

1. Certifiodon with RHpact toOtation of Data CEPA Form 8&70.29). llf not exiiiT!pt~ b\1 40 Cfft 152.it (bl (4)); 
2. Confidtntl• s-.t-nt of Formula IEPA Form 8&70.4); 
3. Formulator'• Exemption Statemtnt (fPA Form 8570.27): 
4. Five copiee of draft lllbeling; 
S. Three oopi .. of any datt tubmltted; 
6. Authorization latter where applicable: 
7~ Metti9es whtre ltflpliceblt. 

~miiNton of Ubelino • Labeling ahould firat be aubmittad In the .form of dreft labolt with ell applications for naw regiatration. Such draft labeli mey 1'>1 
In tfle form of 'typed Iebei text on 8 .5 :w 11 Inch papef for eubminion or t mocltup of the propoted lilbel. If prepared for mockup, it thould be . 
coMtl\l~ed in a way as to facilitate storage in an B.S x 11 inch file. Mockup Iebel• tignificanlly a~maller then 8.5 :w 11 ·inchetl ehould be mounted on 8.5 · 
" 11 Inch paper for IUbmittlon. 
Submlaal- of Data • Deta tubmitted in support of thit appli"'ation must be aubmirted in accorda~ce with PR Notice 86-5. 

SPECIFlC INSTRUCTfONS; Please read thelnstru~tion• listed below before completing thil; applicetiof'l, Firet determine the.tVP• o~ reglat1•li- : 
action, liated in Bloc~ A, for which you are tubmitting this epplic1tioo. For applicstione aubmitted in conneetion with New R•trttion actions, Se01ions 
t, Ill, and IV muat be completed by the applicam. For aj)'pJicationa wbmined In connection with an1ended rereglttration ectiona, rHubmitalonl, 
notification•, reregiatrationa,. etc., Sectiof'le I, II, and IV must be compltted by the appticant. 
8lodt A • Check the ltflpropriate action for which you are submltti.ng thit form. 

~~~~LX.!~~ Thi• section must be completed, as applicable, for aH regi1tration actions. 

1 , Company/Product Number· Insert your Company Number, if ona haa bean assigned by EPA. This number may have bean auignecl to you as t 
beth: regiatrent. e dietrlbutor, ores tn eeteblishment., If your product is registered, lneert the Product Number. 

2. EPA Product Mtnager • If known, fill in the name end PM number of the EPA Product Manegelf. 
3 . Propi!Md CIMelfM:etlon- Specify the propoaecl clas&ificetion of ltlia product. 
4. Product Namt • Enter the complete product neme of thit pesticide •• it will IIPP'" on the leb.ol. The name mutt be tpeoiflc to thia product only. 

Duplication of nemet It not permitted among.producu of the tame company. Do notinclu~ ony brond name or COf'llP•nv line dMignationt. 
5. Nama end Ad .... of Appllc.nt • The name of the firm or pereon and address ehown in your appllcetion Ia the penon or firm to whom the 

registration will be ieeued. If you are acting in behelf of another party, you mu11t eubmit authtori~ation from thot perty to ect for them in reglatrelion 
mattert . An applicant not retiding in ttle United S1ates must have an authorized agent realdlr~g In the United Stetee to act for tflem In all 
ragl1tration matter•. The name end complete meillr~~~ eddre11 of tuch en agent must accompany this applloation. 

8. Expedited l'tvlew • FIFRA 1ection 3 (c) 3 IBI provides for expedited review of appllcatioM tor regiatretion, or amandmenta to ellieting regletretions, 
that ara almil111 or idanticel to ottier pesticide producta that are ourrantty registered with the EPA. In order for your application to be elloJii'e for 
expedited r.,.w, you must provide us with the EPA Regi1tration Number and product name t)f the product you believe ie timllar to ot11.:f.-Mic=-l't 
your product. The product mutt be aimil111 or identical In both formuledon and labeled u .... 

l llti:-..U.:IIL:.l~ • 'fhi• eection mutt be oomflleted for ell ap.pllcationa eubmltted to emend the regletretion only of a ourrendy regietered product 
(Amendment), for a reeubmi11ion In retponse to on Agency letter, for notificetlont to the Agency~ for the tubmlsaion of .final printed labeling, for 
reregistration and for .,W other action that pertains to e specific EPA-registered product. Thie aec:tion 111121 12111 uted for a new llfltlllcatlon for 
regietration. 

1. Subject of, llllllmieaion · Check the applicable block and provide the Agenoy letter date if appropriate. Provide a brief explonatlon of the purpoae(s) 
for the tubmieaion, euch et "the addition of e eite, past. or crop (epecity)•: •amend the Confidential Statement of Formula by ... • ; •rereljlletretion 
eubmiellion•; •general label revielon of use d irectioM. • Attach e aeparate page If additional 11p•ce 18 needed. 

SECDOtl Ul (Packaging and Conteiner lnformetlon) ·This Section must be ~:ompleted for ell tpplicatione submitted in connection with naw 
redttt*ian or .etble amendments. 
1, Type of Pacbging - Chtck the appropriate block If your product will be pecktged if'l the Indicated packaging typet. 

Indicate the afze of tt1t individual packttt and· number per retail comeinar. 
2.. Type of Retell Container - Indicate type of contelner in which product will be marketed. 
3. Location of Nat Conttnta • Indicate the loc.Uon of tht net content. information for your produ1ct. 
4. 51zelat of '-tall Contlllnar - Specify tbe nat contents of .. retail containert for your produet. 
5. LoGatl«t of U.. Dlrectlona • Indicate the location of the uae directions for ypur product. 
6 . ManMr In which Iabelia affixed to product · Indicated the method product label Ia attached to retail comainer. 

I&-~&.:.~ ... !Contact Point)· Thia Section mutt be compltted for all epplicatione for Regietrati1on actions, i.e., new producte registration, 
retubmiealon, *me-too, • rereglatretion, etc. 

1·5. Self-expl-tory. 
S. EPA Uae Only. 
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I . • 
. 

..1. ,.,; I'IWM11 • •• Itt,. ·form . Form .& ....... ":.~ OMB No . .,,.,,. ,.,...,, . emirH 2·28·95 

United States §Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

App~' ... ..~tiun for Pe.-ti,..itie 
,.. 
~I:J\.oliUII 

1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

lntervet lnc./68451-1 Georg_e Larocca 
ONono D Restricted 

4. Company/Product (Name) PMI 
lntervet Inc./ Deltamethrin 4% Collar 

5. Name and Address of Applicant (Include ZIP Code/ 6. Expedited Reveiw. In accordance w ith FIFRA Section 3(c)(3) 

lntervet Inc. (bllil. my product is similar or identical in composition and labeling 

405 State St.; P.O. Box 318 to: 

Millsboro, DE 19966 
EPA Reg. No. 

D Check if this is 8 new eddrus Product Name 
,.. .6!. II II 

D Amendment - Explain below. u Final printed labels in repsonse to NOJ'UIJCA1'IQN. tl. """""""'~ lo '"1>0"'' oo AO'""V ''"" d•"d D 
Agency latter dated 
"Me Too", Application. 

Notification - Explain below. D Other - Explain below. MAR 2 9 2002 

Explanation: Use additional pege(s) if n~~cassary. (For sactlon I and Section II.) 

Label Revision: Revision of mari<eting claim per PR Notice 98-10 (see attached draft label for proposed changes). This notification is consistent with the 
provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46, and no other changes have been made to the labeling or the confidential statement of 
formula of this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EpA. · I further understand that if this 
notification is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of FIFRA and I may be subject to . 
enforcement action and penalties under sections 12 and 14 of FIFRA. 

1:". . .. :. Ill ~VII.i\IUJI 

1 . Materiel Tide Product Wll Be D .. ..&o ....... In: 

ChHd·Reslstant Packaging Unit Packaging Water Soluble Packaging 2. Typo of Container 

! 

i_ 

BYes ~Yes 8 Yes g~·~ t-- Plastic 
No No No Glass 

• CMtificstion must . 
If "Yes" No. per If "Yes• No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

submitted 
I 

I 

3. location of Net Contents Information . 4. Size(s) Retail Container 5. location of label Directions 
.. 

l J Label . l J Container B 
8. Manner in Which label is Affixed to Product §Uthograph D Other • 

Paper ~uad 
Stanciild 

Stn.:tluu IV 
1 Contact Point 'itel'n$ directly btlow for'· I Of I -''··'· 'to be ·-· •!l.~, if nec-.ry, to proct~U this ~.- -,. .I 

Nama Title Telephone·~ i!Miude Area Code) 

Mary K. Hagler Regulatory Specialist - Pharmaceuticals (302) 934-4340 

Certification 6. D•te Appllcefic¥\. •• 

t certify that the statements I have made on this form and ell attachments thereto are true, accurate and complete. •• ReQSived • • • • • 
I acknowledge that any knowlinglly feln or misleading statement may be punishable by fine or imprisorment or • • • • ·~Stam~Mtf••: 
both under applicable law. • ••• • • • • • 

2. Signarure 3. Title •• • ••••• • • 
~o.l · • • •••• 

.A-\. ..J.. 
"'' l / J.... 

.. Regulatory Spec.ialist - Pharmaceuticals • ••• 
I • • 

4. Typed t~ ... ,,;o\ ) v . •••• 
6. Date 1 ... • 

Mary K. Hagler ~\ ~ .;>.00~ • • • 
~7~ 

• ... 
EPA Form 8$70-1 (Rev. 3·94) Previou• edition• are ob1olete. White - EPA Fie Copy (onginlll veaow!:1.a -" Copy 



Paperwork Reduction Act Notice and Instructions 

Paperwork Reduction Act Notice: Public reporting burden for Ibis collection 5>f information is estimated to average 0.85 hour per response, 
including time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the 
collection of infonnation. Send comments regarding the burden estimate or any other aspect of this collection of information, including suggestions for 
reducing this burden, to Chief, Infonnation Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, Washington, D.C. 20460. 

Instructions: This form is to be used for all applications for new registration, end use reregistration, amendment, resubmission, to applications for 
notifications, final printed labeling, reregistration, etc. In order to process an application for a new registration submitted on this form, the following material 
must accompany the application: · 

1. Certification with Respect to Citation ofData (EPA Form 8570-29). [If not exempted by 40 CFR 152.81 (b) (4)]; 
2. Confidential Statement of Formula (EPA Form 8570-4); 
3. Formulator's Exemption Statement (EPA Form 8570..27); 
4. Five copies of draft labeling; 
5. Three copies of any data submitted; 
6. Authorization letter where applicable; 
7. Matrices where applicable. 

Submission of Labeling- Labeling should first be submitted in the form of draft labels with all applications for new registration. Such draft labels may be in 
the form of typed label text on 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 1 t inches should be mounted on 8.5 x 11 inch paper for 
submission. · · 

Submission of Data- Data submitted in support of this application must be submitted in accordance with PR Notice 86-5. 

Specific Instructions: Please read the instructions listed below before completing this application. First determine the type of registration action, listed
in Block A, for which you are submitting this application. For applications submitted in connection with New Registration actions, Sections I, III, and IV must 
be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions, notifications, reregistrations, etc., 
Sections I, II, and IV must be completed by the applicant. 
Block A - Check the appropriate action for which you are submitting this form. 

Section I -This section must be completed, as applicable, for all registration actions. 
1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned to you as a basic 

registrant, a distributor, or as an. establishment. If your product is registered, insert the Product Number. 
2. EPA Product Manager - If known, fill in the name and PM number of the EPA Product Manager. 
3. Proposed Classification- Specify the proposed classification of this product. 
4. Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to this product only. 

Duplication of names is not permitted among products of the same company. Do not include any brand name or company line designations. 
5. Name and Address of Applicant - The name of the finn or person and address shown in your application is the person or firm to whom the registration 

will be issued. If you are acting in behalf of another party, you must submit authQrization from the party to act for them in registration matters. An 
applicant not residing in the United States must have an authorized agent residing in the United States to act for them in all registration matters. The 
name and complete mailing address of such an agent must accompany this application. 

6. Expedited Review • FIFRA section 3( c) 3(b) provides for exp~dited review of applications for registration, or amendments to existing registrations, 
that are similar, or identical to other pesticide products that are currently registered with the EPA. In order for you application to be eligible for A 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical to WJ 
your product. The product must be similar or identical in both formulation and labeled uses. 

Section II-This section must be completed for all applications submitted to amend the registration only of a currently registered product (Amendment), for 
a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of finai printed labeling, for reregistration and for any other 
action that pertains to a specific EPA-registered product. This section is not to be used for a new application for registration. 
I. Subject of submission- Check the applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of the purpose(s) 

for the submission, such as "the addition of a site, pest or crop (specify)"; "amend the Confidential Statement of Formula by ... "; "reregistration 
submission"; "general label revision of use directions." Attach a separate page is additional space is needed. 

• • • • • 
Section Ill (P''tk.Vging and Container Information) -This Section must be completed for all applications submitted in connection with new 
registration or applicable amendments. 
I. Type of Packaging· Check the appropriate block if your product will be packaged in the indicated packaging types. Indicate the size of the individual 

: •: • ttckets and 'humber per retail container. · 
2. • 1We of i!taij qntainer - Indicate type of container in which product will be marketed. 
3. • • • • 4Ulcation of Net t:ontents- Indicate the location of the net contents information for your product. 
4. • • • • Size(s) ont!tait Container- Specify the net contents of all retail containers for your product. 
5. • • • .Location:,f tbe.Use Directions· Indicate the location of the use directions for your product. 
6. • • •: Uanner in which label is affixed to product - Indicated the method product label is attached to retail container . 

•••• 
Section IV (c-OIMeel Point) -This Section must be completed for all applications for Registration actions, i.e., new products registration, 
resubmission, "me-teo," M"egistration, etc. · 
1-5. Self-explanato? • • : · 
6. EPA Use only 
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Distributed by: 
Intervet Inc. 

DELTAMETHRIN 4% COLLAR 

FLEA & TICK COLLAR FOR. DOCS 

-+Kills Fleas and Ticks for up to 6 Months+-
LONG LASTING PROTECTION FOR UP TO 6 MONTHS 

Kills Ticks (including deer ticks which may carry Lyme dz:'>eat~e) 
ALSO KlLLS FLEAS 

NOnmJ-'RDN 
MAR 2·9 2002 

ACTIVE INGREDIENT· 
Deltametbrin 

Percentage by Weight 
4.0% 

INERT INGREDIENTS 
Total 

96.()01, 
100.0% 

CAUTION: Do ot Let C hildren Play Witb Tbis CoUar 

See Insert or Side Panel for additional Preca utioiUU')' Statements 
+ see Bade for additional Prccaotion.uy Statements+ 

EPA Reg. No. 68451· 1 

Adjustable - One Size Fits All 

BPA Est. No. 68451-FRA-1 NET CONTENTS: 1 Collar 
NET WT. 0.9 oz 

405 State Street 
Millsboro, DE 19966 

Product of France 

• • • • • •• •• 

• 
•• • • • • • •• 
• ••• • • • • • • 

• 
•••• • • •••• 

• ••••• • • • • • 
• ••••• • • •• 
••••• • • ••••• 

fh~~ \of·~ 
d\ Nlo.nh~d.. 
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·' .. 
READ ENTIRE LABEL BEFORE EACD USE 

USE ONLY ON DOGS 

DELTAMETHRIN 4% COLLAR 

FLEA & TICK COLLAR FOR DOGS 

Deltaroethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO liUMANS Al'ofD DOMESTIC ANIMALS 

CAUTION: 
Do not open protective pouch until ready to use. Do not let children play with this collar. 

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation, Avoid1 contact with skin, eyes, or cloiliwg. Wash 
thoroughly with soap and water after handling. 

Do not use on puppies llndet 12 weeks. Consult a veterinarian before using this product •On debilitated, aged, pregnant, tl'ledicated, or 
nursing animals. Sensitivities may occur after using Al\TY pesticide product for pets. If s1gns of sensitivity occur, remove collar and 
bathe your pet with mild soap and rinse with large amounts of water. If signs continue, consult a veterinarian immediately. 

FIRST AID 
IF SWALLOWED: Call a physician or poison control center. Do not induce vomiting (>r give anything by mouth to an unconscious 
person. 
IF ON SKIN: Wash with plenty of soap and water. Get medical attention. 
lF IN EYES: Flush eyes with plenty of water. Call a physician if irritation persists. 

EMERGEl'ICY PHONE l'IUMBERS: 

FOR HUMAN, FIRE, ENVIROl'IMENTAL: 1-800-228-5635, crt 131 
FOR ANIMALS~ 1-800-345-4735 

Collar is intended for use only as an Insecticide generator and is not to be taken inte:rna.lly by man or animals. Applying other 
pesticides on the dog may not be nec~swy whlle the collar is being wom. 

OIRECT10NS FOR USE: It is a violation of Federal law to use this product in a manneJ; inconsistent with its labeling. 

Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formulated using patented inseot)cide-release 
technology. Maximum effectiveness may not occur for 2-3 weeks after collar placement. Fleas (Ctenocephalides sp.) on the dog 
will be kiUed and ones which are present io the dog's environment that may appear on you:r pet will be killed. ~Collar wiD also kill 
ticks for up to 6 months.+ Collar will kill ticks including Brown dog tick (Rhipicephalus sanguin~), American dog tick 
(Dermacentor varlabills) and deer ticks (Ixodes scapularis and b:.odes pacificw.) which may carry the Lyme disease. This collar 
should be worn continuously. Reapply a new collar every 6 months. 

Place the coUar around dog's neck, buckle and adjust for proper fit. CUt off approximately 2 inches from the buckle and dispose of 
excess length by wrapping in newspaper and placing in tro:~sh. The collar must be wom loosely so that two fingers may be placed 
between collar and dog's neck. Living and rest areas of pet must also be treated with appropriate pest corttrol measures to ensure 
control of pests. Wetting will not impair the collar's effectiveness or the pet's protection, If the dog goes swimming or is out in the 
rain, it is nor necessary to remove the collar. Delta:methrin 4%CoUar may be used in addition to a lend or constraint collar. Use only 
one Deltainetluin 4% Collar at a time. 

STORAGE AND DISPOSAL: Store in original, 1mopened container, away from ohildlren. Do not reuse container or used collar. 
Wrap in newspaper and put in trash. 

IMPORT ANT NOTICE: DISCLAIMER 

Read "IMPORTANT NOTICE: DTSCLAJMER'' before buying or using. If tenns are not acc{!ptable, return at once unopened. 
INTERVET INC. warrants only that the product conforms to the chemical description on the label and is reasonably fit for the 
purpose stated on the label when used in accordance with the di.re~tions under noonal conditions of use. This warranty does not 
extend to the use of this product contrary to label instructions or under abnormal conditions, or under conditions not reasonably 
foreseeable to INTER YET INC., and user assumes the risk of any such use. INTERV BT INC. MAKES NO OTHER WARRAJ'ITY, 
EXPRESSED OR IMPLffiD, INCLUDING ANY IMPLIED WARRANTY OF FITNESS FOR A PARTICULAR PURPOSE OROP 
MERCHANTAB[L11Y. In no case shall INTERVBT INC. be liable for consequenltial, special. indirect or incidental dllmages 
resulting from the use or handling of this product. The foregoing conditions of sale and warranty can be varied only by an agreement 
in writing .signed by a duly authori:zed representative of INTER VET INC. 

Part No. XXXXX 

Universal Product Code Number (Bar Code) 

Productoffrance 



19

·. ~---{~ 

21 March 2002 

Document Processing Desk (NOTIF) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

Dear EPA Notification Reviewer: 

AKZONOBEL 

(302) 934-4340 

Please find enclosed a notification, per PR Notice 98-10, of minor label changes to the 
Deltamethrin 4% Collar label (EPA Registration #: 68451-1; lntervet Inc., Company #: 
54382). The label was previously approved per EPA letter dated 17 November 1998 and 
modified via notification dated 21 Dec 2001. 

1. The following text, consistent with statements 011 page 2 of the label, is being added 
to page 1 of the label: 

Kills Fleas and Tick for up to 6 months 

2. The following statement is being added to page 1 of the label: 

See Back for additional Precautionary Statements 

2. The following statement is being added to page 2 of the label: 

Collar also kills ticks for up to 6 months. 

A completed EPA Form 8570-1 is enclosed as well as a copy of the proposed label. The 
proposed changes of the ·label are underlined, highlighted and bracketed with arrows 
(-++). In accordance with the PR notice, a stamped self-addressed envelope with note 
card identifying the notification and EPA Registration number is enclosed and we request 
confirmation of tl)e acceptability of the proposed changes. 

Thank you in advance for your attention to this matter. Please contact me by phone (302-
934-4340) or e-mail (mary.hagler@intervet.com) should you have any questions. 

Sincerely, 

'fY'lCL?>t -KRttcJ._~ 
Mary K. Haigler, MS (] -
Regulatory Specialist - Pharmaceuticals . 
lntervet Inc. 

Enclosure 

·---.,__ ~vet 

lntervet Inc. 
405 State Street 
P.O. Box 31 8 
Millsboro, DE 1 9966-0318 
Te l. (302) 934-805 1 
FAX (302) 934-4292 



m.,~.·- · on ,..,_ ... ,.,. ftum. Form 6 • ..OMS No. """'""""""' .a ....... ....t elllll,..l- '8-R!'i 

United Statu ~ Reglstrllllon 
OPP Identifier Number 

&EPA . 
Environmental Protection Age.ncy Amendment 

W11hington. DC 204150 Other 

Appll ... a~ii.l•• for ~· ~r .• r..a. ~ .. ..:. 
g~n.._~llol_!!_ 

1. Company/Product Number 2. EPA Product Msnager 3, Prcpoud Clulfftoetlon 
lntervet JncJ68451-1 ~--· ~- Larocca1 ONone D Rettrloted 

4. Company/Product (Nama) PMI 
lntervet Inc./ Oeltamethrin 4% Collar 

5. Name and Addra11 of Applicant (Include ZIP Codal 6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3) 

lntervet Inc. (b)(il, my product is similar or identical In composition and labeling 

405 State St; P.O. Box 318 to: 

Millsboro, DE 19966 . 
EPA Reg . No. _ 

0 Check If rh/$ Is • new •ddrH$ Product Name 
- Section II 

D u . 
Amendment • l:xplaln below. Final printed labela ln reptonee to 

Agency letter dated 
Reiubmlaslon In re1ponee to Agency lett.er dated D •Me Too~ Applic•tion. . 

~ Notification • Ellplein below. D Other · E11:plein below • . 
Explanation: Use edditlonllll pege(el lf neceeaery. (For 11otlon I end Seotlon 11.1 

Label Revision; Revision of mar1<etlng dalm per PR Notice 98-10 (see attached draft label for proposed changes), This notification Is consistent with the 
provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46 , and no other chanaes have' been made to the labeling or ltla confidential statement of 
formula of this product. I understand that It Is a violation of 18 U.S.C. See. 1001 10 wUIMy make any false statement to EPA I further understand that If this 
notification Is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this prodllc:trnEIY be in violation of FTFRA and l may be subject to 
enforcement action and penalties under sections 12 and 14 of FIFRA. 

~on.!!! .. 
· 1. Moten.t Thle Product WI. le lin: 

Chlld·Rellltant Paclulging Unit Packaoino Wflter Soluble Padtaging l. Type of Cont•inlf' 

BY•• a::· 8 Ye~ ~M~ . 
Pfaltlc No No Gina 

• c.tifiutlon mutt If ·v .. • No. per "·v •• • No. pe1r Peper 
Unit Peck-cling wgt. contlliner Paci<IQI Wgt container other (Specify) 

IUbmittet/ 
I 

, 3. .. .... , AA of Net Content• Information 4. Size{e) Retell Contelner 5:. ' •n of Label Directions -

l J Label ' l J Contlllner 8 
e. Manner In Which L.balll Afflxad to Product § Uthograph 0 Other . 

Paper r.ued 
Stenci ild 

~ . . ..a. 
VV\oUVII IV 

1. Contact Point '"· iteiN diretly billow for ~~a. . ' · .J:. •• fD •• j ',, to .~- this ~·"- ~- J .... -~- -· 
Name ntte Teltphone No. U!tclude Are• Coclt) 
Mary K. Hagler Regulatory Sp8clallst- Phnrmacautlcals (302) 934-4340 

Certification 8. Date Applic•tion 
I certify that the atatemen18 I have made on this form ..S ell attecllmenta thereto are true , •Ccurata and oomphrte. Received 
l~~eknowledga th•t any knowlingdy falea or mlele.iding ltllt.,.nt 1M'( be pumhabla bll ftne Of' imprlaoNMnt « (Stamped) 
both under IIPPUcebl• law. 

2. Signature 3 . Tltfa 

;. .l J 
7 1 

.u-Au~(l ......,, 1 / 
Regulatory Specialist - PharTT!aceutlcale 

4. Typed t ••• J ) '.) 6. Dete 

Mary K. Hagler ~ \ ~Y)A.}.Lh . .;).00 ~ 
?n 

EPA Form 1670-1 IJ'ev~ 3-!MI Prellioua edition• ere 'llhit• · EPA Fie C ( all opy aritln Yelow· 



I .. 
I 

&EPA 
United Stites 

Environmental Protection Ag•ncy 
W••hlngton. OC 20480 .~

Registration 
Amendment 

t1 Other 

OPP ldan1ifler Number 

1. Company/Product Numbar 
lntervet lnc./68451-1 

4. Company/Product (Nama) 
lntervet lncJ Dettamethrin4% Collar 

5. Name and Addre11 of Applicant (lnclud• ZIP ColhJ 

lntervet Inc. 
405 State St.; P.O. Box 318 
Millsboro, DE 19966 

0 Check if th~ ;. • ,_ eddre# 

0 Amendment • Explain below. 

PMI 

~. Propo~td Cta .. tflclltion 

D No,. D Raatrloted 

6. f)cpedited Re1~teiw. In accordance with FIFRA Section 31cll3l 
lbllil, my product is slmllar or identical in composition and labeling 
to: 
EPA Reg. No.----------------

Product Name 

F1MI p!intnd Jebai1 In repaonae to 
Agenoy leltter dated 

Resubrnl11lon In response to Agency letter dated - ----

[29. Notification · Explain below. 

u 
0 
D 

"Me Too•. Ap.,lloarion. 

Other • Exjplain below. 

E•planatlon: Uaa additional page(s) It nocossary. (For aeotlon I and Sootlon II.) 

Label Revision: Revision of mar1<etlng claim per PR Notice 96-10 (see a~tached craft label for proposed changes). This nolillc:atlon Is consistent With the 
provlalons of PR NQtlce 98-10 and EPA regulatlons .at40 CFR 152.46, and no other changes have been made to the labeling or1he conftdenlialstatementof 
formula of this product. I undersland that it is a Violation of 16 U.S.C. Sec. 1001 to WIIIIIJDy make any false s1atement to EPA I further understand that If lhls 
notification Is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.45, this prodUct ma;rbe In violation of FIFRA and I may be subject to 
enforcement action and penalties under sections 12 and 14 of. FIFRA. 

Child·Ruletent Packaging o v .. 
O No 

Name 
Mary K. Hagler 

v .. 
No 

It •v .. • No. per 
Unit P.Ckaging wat. c:ontlinar 

4 . Sizele) 

Water Soluble P.akaglna 

B v .. 
No 

1t ·v •• • 
Package wgt 

Conulnar 

No. par 
contalntn 

2. TWHt of Container 

~:.~c 
Glees 
Paper 
Other (Specify) _____ _ 

.. 

[]~a'--------------~------

Title 

Regulatory Specialist. Phairmacautlcals 
Telephone No. (Include Area CacM) 

(302) 934-4340 

Certification 
I certify that the atetamante I have mads on this form and -. etUehmern. thereto are ttl~•• accurate and CCJr11)1ata. 
I ecknowtadga that any knowtl~ty •••• Of rn!llleading ~ CNY be punlthable by ftne Of lmpriaonment Of 
both under applloabla lew. 

a. Date Ac~PIIoatlon 
Reeelwd 

(Stampedl 

3 . Title 

Regulatory Specialist - Pharmnoeutlcals 

5. Date 

Mary K. Haglet d.\ ~v.-n ~;tOO;}. 

EPA Form 8670.1 l"•v. Whits - EPA F1lt Copy 
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Distributed by: 
Intervet Inc. 

DELTAMETBRIN 4% COLLAR 

FLEA & TICK COLLAR FOR DOGS 

-+Kills Fleas and Ticks for up to 6 Months +o 
LONG LASTING PROTECTION FOR UP TO 6 MONTHS 

Kills Ticks (including deer ticks which may carry Lyme disease) 
ALSO KILLS FLEAS 

ACTIVE INGREDIENT: 
Deltamethrin 

INERT INGREDIENTS 
Total 

Percentage by Weight 
4.0%. 

96.0% 
100.0% 

CAUTION: Do Not Let Children Play With This Collar 

See Insert or Side Panel for additional Precautionary Statements 
-+see Back for additional Precautionary Statements+o 

EPA Reg. No. 68451-1 

Adjustable - One Size Fits All 

EPA Est. No. 68451-FRA-1 NET CONTENTS: 1 Collar 
NETWT. 0.9oz 

405 State Street 
Millsboro, DE 19966 • 

Product of France 

fh~e- \ of d. 

d \ ("()o:rch ~(;()d.. 



READ ENTIRE LABEL BEFORE UCR lJS,E 

USE ONLY ON DOGS 

DELTAMETID.UN 4% COLLAlR 

FLEA & TICK COlLAR FOR DOGS 

Deltamethrin 4% Collar provides full seasonJ up to 6 months protection against fleas an1d ticks. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO lJUMANS AND DOMESTIC ANIJ\fALS 

CAUTION: 
Do not open protective pouch until ready to use. Do not let children play with this colle,r. 

Harmful if swallowed or absorbed througtl sk'io. Causes moderale eye irritation. Avo.id contact with skin,, eyes, or clothing. Wash 
thoroughly with soap and water after bandlin,g. 

Do not use on puppies under 12 weeks. Consult a veterinarian before using this product on debilitated, aged, pregnant, medicatecl, or 
nursing animals. Sensitivities may occur after using ANY pesticide product for pets. tf signs of sensitivity occur, remove collar and 
bathe yol.lr pet with mild soap and rinse with large amounts of water. If signs continue, consult a veterinarian inunediately. 

FIRST AID 
IF SWALLOWED: Call a physician or poison control center. Do not induce vomiting or give anYthing by mouth to an unconscious 
person. 
IF ON SKIN~ Wash wilh plenty of soap and water. Get medical attention, 
IF IN EYES: Flush eyes with plenty of water. Call a physician if irritation persists. 

EMERGENCY PHONE NUMBERS: 

FOR HUMAN, FIRE, ENVIRONMENTAL: 1-800-2-28-.5635, ext.l32 
FOR ANIMALS: 1-1!01)·345-4735 

Collar is intended for use only as an insecticide generator and is not to be taken in'temally by man or animals. Applying other 
pesticides on thc·dog may not be: ncce6Sllry while 1h~ collar is being worn. 

DIRECTIONS EOR USE: lt is a violation of Federal law to use this product 1n a matu11tr .nconsistent with its labeling. 

Deltamethrin 4% Collar, containing deltamethrin insecticide, bas been specially fiormulated using patented insecticide-release 
technology. Maximum effectiveness may not occur for 2-3 weeks after collar plaument. Fleas (Ctenocephalides sp.) on the dog 

will be killed and ones which are present in the dog's environmem that may appear on your pet will be killed. -+Collar will also kill 

ticks for up to 6 months.+ Collar will kill ticks including Brown dog lick (Rhipicephalus sang11ineus), American dog tick 
(Dtmlacelltor vartabills) and deer ticks (lxotks scapularis and Ixodes paciftcus) which may carry the tyme disease. This collar . 
should be worn continuously. Reapply a new collar every 6 months. 

Place the collar around dog' s neck, buckle and adjust for proper fit. Cut off approximately 2 inches ftom.the buCkle and dispose of 
excess length by wrapping in newspaper and placing in trash. The collar must be wc1m loosely so that two fingers may be placed 
between cotTar and dog's neck. Living and rest areas of pet must also be treated with appropriate pest control measures to ensure 
control of pests. Wetting will not impair the collar1s effectiveness or the pet's protecti1on. If the dog goes swimmlng or is out tn the 
rain, it is not nccessaf)' to rcmoye the collar. Deltamet:hrin 4%Collar may be used in addition to a lead or constraint collar. Use only 
one Deltamethrin 4% Collar at a time. 

STORAGl ANP DISPOSAL: Store in original, unopened container, away from children. Do not reuse container or used collar. 
Wrap in newspaper and put in trash. 

IMPORTANT NOTICE: DISCLAIMER 

Read "IMPORTANT NOTICE: DISCLAIMER" before buying or using. If terms ate not acceptable, return at once unopened. 
INTERVBT INC. warrants only that the product confonns to the chemical description on the label and is reasonably fit for the 
pu1pose stated on the label when used in accordance with the djrections under normal conditions of use. This warranty does not 
extend to the use of this product contrary to label instructions or under abnormal cctnditions, or 'Under cond1tions not reasonably 
foreseeable to INTER VET INC., and user assumes the risk of any such use. INTER VET INC. MAKES NO OTiiER. W A.RRANTY, 
EXPRESSED OR IMPLIED, INCLUDING ANY IMPLIED W ARRAN'lY OF FITNESS FOR A PARTICULAR PURPOSE OR OF 
MERCHANTABILITY. In no case shall INTEIWET INC. be liable for conseq~U:ntial, special, indirect or incidental damages 
resulting from the use or handling of this product. The foregoing conditions of sale andl warranty can be varied onJy by an agreement 
in writing signed by a duly authorized representative of INTER VET INC. 

Part No. XXXXX 

Universal Product Code Number (Bar Code) 

Product of France 
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21 March 2002 

Document Processing Desk (NOTIF) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

Dear EPA Notification Reviewer: 

1~ 
AKZONOBEL 

(302) 934-4340 

Please find enclosed a notification, per PR Notice 98-10, of minor label changes to the 
Deltamethrin 4% Collar label (EPA Registration #: 68451-1; lntervet Inc., Company #: 
54382). The label was previously approved per EPA letter dated 17 November 1998 and 
modified via notification dated 21 Dec 2001. 

1. The following text, consistent with statements on page 2 of the label, is being added 
to page 1 of the label: 

Kills Fleas and Tick for up to 6 months 

2. The following statement is being added to page 1 of the label: 

See Back for additional Precautionary Statements 

2. The following statement is being added to page 2 of the label: 

Collar also kills ticks for up to 6 months. 

A completed EPA Form 8570-1 is enclosed as well as a copy of the proposed label. The 
proposed changes of the label are underlined, highlighted and bracketed with arrows 
(~+). In accordance with the PR notice, a stamped self-addressed envelope with note 
card identifying the notification and EPA Registration number is enclosed and we request 
confirmation of the acceptability of the proposed changes. 

Thank you in advance for your attention to this matter. Please contact me by phone (302-
934-4340) or e-mail (marv.hagler@intervet.com) should you have any questions. • • 

Sincerely, 

'1ll -K~ctdo.-
Mary ~ler, MS () -~ 
Regulatory Specialist- Pharmaceuticals 
lntervet Inc. 

• • • •• •• 

•••• • • • •• • 

•••••• • • • • • 
•••••• 

•• 
••••• • • • • •••• 

Enclosure 
lnterveJ,.rH 
405 ~W~ ~t'teet 
PO. ~~x 318 
Millsltor4> . ~~~ 1 9966~03 1 8 
Te l [ ~02)~4~8051 
FAX [302) 934~42 92 
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MAY-14-2002 09:47 IJIRBAC CORP. 8178312878 P.02/02 

Please Read All Instructions Before CoiTIJ)Ieti thiS Form Form musr be Form Approved. OMB No. 207~044- Approval Sxpires 1·31-96 

United Statee Environment-a Pratection Agancy """ aS e:- L1 ( 
Offioe of Pesticide Programs (H7505C) ~o ' • 

401 M StreetSW '1. ( \ 'L ,.. • ) 
Washington, DC 20460 ) "="' ·r . 

Notice of Supplemental Distribution of a Registered Pesticide Product 
Instructions 

After a regiStrant has obtained flnal registration for the baste product, the registrant may then supplementally 
distribute his/her product. One form must be submitted for each distributor product and must be signed by the 
distributOr involved. The basic registration number and the diettlbutor company number must be shown. 

If a registrant has a potential distributor who does not have a company nurnber assigned, she/he should have the 
distributor apply, on letterhead $1ationary, to the Registration DMsion fO have a number assigned prior to submitting 
this form to the agency. 

This Notice of Supplemental Distribution mu111t be submitted by the basic: registrant. The eompleted form must have 
thEt concurren~ and signaturi!l of both the istrant and the distributor. 

Name 

• Deltamethrin 4% Collar Preventef·D Flea & Tick Collar for Dogs 
•••• • • • •• • 

• 

Name and Address 
Vlrbac AH, Inc. 
PO Box 162059 
Fort Worth, TX 76161 

: inclUde ZIP eode) 

RNd All Conditions Before Signing 

• 
•• • • • • • •• 
• • • • •• 

• 
1. The distributor product rnust have the same composition as the basic product. •••• 
2. The distributor product must be manufactured and packaged by the same person who manufactures and plleka;ds 

the registered basic product. • • • 
3. The labeling for the distributor product must bear the same claims as the basic product, provided, however; ttiat. • 

specifiC claims may be deleted if by doing so, no other changea to the label are nece~sary. 
4. The product must remain in the manufacturer's unbroken container. 
5. The label rnust bear the EPA regiStration number of the basic product, followed by e hyphen and the distributor's 

company number. 
6. Distributor product labels must bear the namf! and address of the distributor qualified by such terms as "packed 

for ... ," distributed by ... "; or sold by ... " to show that the name is not that of the manufacturer. 
7. All CiOilditions of the baic registration apply equally to distributor products. tt is the responsibility of the basic 

registrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product. 

Distributor 

we intend to IM!'I<et our product under ltte Distributor Product Name specified aboVe, subject 10 lhe conditi0fl8 specified on this Nolioi. 

Signature and Tille of Distributor Date 

Registrant 

1 •gree that the c:fJSiributor named above may distribute and sell t11e Distributor Ptoduct speCiified above, subject 10 lhe conditions specified on 
this Notice. 

Date 

TOTAL P.02 

•••••• • • • • • 
•••••• • • •• 
• •••• • • • •••• 



26

Please Read All OMB No. 2070-004. 1-31-95 

&EPA 
Office of Pesticide Programs (H7505C) ~ ~ Lt '1. l ~ . l 

401 M Street SW . 1\. ).,.. .... ;) 
Washington, DC 20460 ~ \'\. 

Notice of Supplemental Distribution of a Registered Pesticid~roduct 
Instructions 

After a registrant has obtained final registration for the basic product, the registrant may then supplementally 
distribute his/her product. One form must be submitted for each distributor product and must be signed by the 
Distributor involved. The basic registration number and the distributor company number must be shown. 

If a registrant has a potential distributor who does not have a company number assigned, she/he should have the 
distributor apply, on letterhead stationary, to the Registration Division to have a number assigned prior to submitting 
this form to the agency. 

This notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have 
the concurrence and signature of both the registrant and the distributor. 

Distributor Ccmpany Number 

CJ 4758 
EPA of Product 

~ 68451-1 ~ 

Note: Do not submit distributor product labels 

Name of Registered Product (basic product name accepted by EPA) Distributor Product Name 

Deltamethrin 4% Collar Adams Delta Force Tick Collar for Dogs 

Name and Address of Distributor (Type; include ZIP code) 

Pet Chemicals 
P.O. Box 18993 
Memphis, TN 38181 

Read All Conditions Before Signing 

1. The distributor product must have the same composition as the basic product. 

• 

• •• • • • •••• 
• 

•••• • • •••• 
•• • 

2. The distributor product must be manufactured and packaged by the same person who manufactures and packages 
the registered product. 
The labelling for the distributor product must bear the same claims as the basic product, provided, however, that 
specific claims may be deleted if by doing so, no other changes to the label are necessary. 

4. The product must remain in the manufacturer's unbroken container. 
5. The label must bear the EPA registration number of the basic product, followed by a hyphen and the distributor's 

company number. 
6. Distributor product labels must bear the name and address of the distributor qualified by such terms as "packed 

for .. "., "distributed by ... "; or "sold by ... " to show that the name is not that of the manufacturer. 
7. All conditions of the basic registration apply equally to distributor products. It is the responsibility of the basic 

registrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product. 

Distributor 

We intend to market our product under the Distributor Product Name specified above, subject to the conditions specified on this Notice. 

Signature and Title of Distributor Date 
Bill Washburn, Product Development 

9/28/01 

Registrant 
I agree that the distributor named above may distribute and sen the Distributor Product specified above, subject to the conditions specified on 
this Notice. 

S. Lee Whaley, Manager, Regulatory 
Affairs - Pharmaceuticals 

are 

Date 

•• • • 
•• • • 
• • • 



27



28

FEB-1~-2002 18:01 

Telefax Transmittal 
Cover sheet 

PERSON TO: 

Mrs. Linda Arrington 

PERSON FROM: 

INTERIJET INC 3029344209 P.01/07 

~~~ 
AKZONOBEL 

P~e f o~ '( lntervet Inc. 
a 405 State Street 

7 ... pages including cover sheet. 

COMPANY/DEP~ TO: 

U.S. Environmental Protection Agency 

COMPANY/DEPT FROM: 

P.O. Box 318 
Millsboro, DE 19966 

(302) 934-8051 

February 14, 2002 

FAX NUMBER: 

FAX NUMBER: 

S. Lee Whaley, MS 

Manager, Regulatory Affairs -
Pharmaceuticals 

lntervet Inc., 

Regulatory Affairs 

Fax: 302-934-4209 
Phone: 302-934-4385 

-· 
L'" • ~. ,, 
,I 

" ' l. ... 

-· 

RE: Deltamethrin 4% Collar- EPA Registration #68451·1 (Notification Submitted 21 Dec 2001) 

Dear Mrs. Arrington: 

As we discussed today, please find attached two EPA letters (both dated 14 March 2001) regarding the 
change of name and ownership of company numbers 68451 and 54382 from Hoechst Roussel Vet to 
lntervet Inc. Both company numbers now refer to: 

lntervet Inc. 
405 State Street, P.O. Box 318 
Millsboro, DE 19966-0318. 

As we discussed, lntervet Inc. is the primary registrant of Deltamethrin 4% Collar (EPA Registration 
#68451-1) and, as such. Item 1 of the Form 8570-1 Notification submitted 21 December 2001 should 
have referenced "68451-1n instead of "54382168451-1". I apologize for any confusion this may have 
caused. Thank you once again for the notification acknowledgement sent on 14 January 2002. Please 
feel free to contact me should you have any further questions. 

Sincerely, 

i.~al~f4 
Manager, Regulatory Affairs - Pharmaceuticals 
lntervet Inc. 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE INDIVIDUAL OR ENTITY TO WHICH IT IS 
ADDReSSED, AND MAY CONTAIN PROPRIETARY INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND 
EXEMF'T FROM DISCLOSURE UNDER APPLICABLE LAW. IF YOU ARE NOT THE ADDRESSEE, YOU ARE 
HEREBY NOTIFIED THAT ANY DISSEMINATION, DISTRISUTION, OR COPYING OF THIS COMMUNICATION IS 
STRICTLY PROHIBITED. IF YOU HAVE RECEIVED THIS COMMUNICATION IN ERROR, NOTIFY US 
IMMEDIATELY BY TELEPHONE (COLLECr). THANK YOU. 
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FEB-~4-2002 18:02 INTERVET INC 3029344209 

I. . ' ) 
', ... · 

• 
i .. •'' 

• 

UNITED STATES ENVIRONMENTAL PROTEC'nON AGENCY 
WASHINGTON, D.C. 20460 

March 14, 2001 

Mr. Bryan Gathagan 
Vice President, Information & 

Control 
In-Tervet, Inc. 
405 State ·street, PO Box 318 
Hillsboro, DE 19966-0318 

Dear Mr. Gathagan: 

Subject: Change of I'ia1ne arid Ownarship of Company Number 68451 

Pursuant to your letter and agreement of February 7, 20o'l, 
we have approved the change in name and ownership of Hoechst
Rousael Vet, company number 68451. 

our records are being amended to show the registrant and 
Agent under company number 68451 as follows: 

7 

Intervet, l:nc. 
405 State Street; PO Box 318 
Millsboro, DE 19966-0318 

Authorized Representative: ::Bryan Gathagan 
(302) 934-8051 

·The effective date of this change is the date of this 
letter . 

You should indicate the new company designation, new EPA 
Registration Number and new Establishment Number (if it has 
changed) on the labeling at the next printing which should occur 
nQ later than 18 months after the effective date of this 
transfer. After 18 months, any product released for shipment 
must bear the new Registration Number and ~stablishment Number. · 
If you intend to use ·the labels which currently appear on the 
transferor's product after the effective date of the transfer, 
but within the 18 month grace period, you must maintain complete 
and accurate records which identify by batch number, lot number, 
or other suitable description the quantities of such product 
bearing the transferor's label. Each container or package 
pearing the transferor's label which is released after the 
effective date of product registration transfer, must be clearly 
and accurately marked with the batch number, lot number or other 
descriptive designation used.to identify the product in your 
records. · 

P.02/07 
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Supplemental distribution agreements of registered products 
do not transfer with the Section 3 registration. It is your 
responsibility as the registrant to notify any and all 
supplemental distributors of the transferred product(s) of this 
transfer agreement. If you wish to enter into supplemental 
distribution agreements of your product(s) under this ne~ 
registration, the form "Notice of Supplemental Distribution of a 
Registered Pesticide Product," EPA Form 8570-5, must be submitted 
to the Agency for each supplement~l distributorship. 

You are required to contact your local EPA Regional Office 
to determine what effect this transfer of pesticide registrations 
has on the pesticide production establishment registration. 

It will not be necessary to sub.mit labeling for review if 
the only changes are in the company designation and the EPA 
Registration Number. Other changes in the product and/or 
labeling may require EPA review and approval prior to initiation. 
In any correspondence on these products always refer to the O.S. 
EPA Registration Number listed abovg. 

The transferred registration will have the same status under 
the Federal Insecticide, Fungicide and Rodenticide Act, as 
amended, 7 USC 136 et seq., as it had prior to the approval of 
this transfer. 

When registrations are transferred from one company to a 
second company, all restrictions, data requirements, conditions 
(suspensions) , and deadlines existing on the registrations are 
transferred with the registrations. The ne~ company is 
responsible for adhering to or complying with all such 
restrictions, etc. on the acquired.products . 

In regard to deadlines, the transferee company is 
responsible for submitting all required data according to the 
schedules already established for the acquired products. Failure 
to do so will result in the issuance of a Notice of Intent to 
Suspend. Requests from transferee companies for additional time 
to submit., because they acquired the registration (s) after the 
3(c) {2) (B) request was issued will not be granted. If a 
transferee company has other valid reasons for delays in the 
testing which were clearly outside of their control, then such 

· requests for time extensions will be considered in accordance 
with the established procedures. Transfers occurring while a 
3{c) (2) {B) request is being issued or during the 90-day response 
time are subject to the same conditions expressed above. 

Registration is in no way to be construed as an endorsement 
or approval of these products by the Agency. In order to protect 
health and the environment, the Administrator, on his motion, may 
at any time suspend or cancel the registration of a pesticide in 
accordance with FIFRA. 
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Furthermore, the transfer of the subject registrations is 
approved under the condition that the annual maintenance fee 
obligation has been fully satisfied. The marginal maintenance 
fee is determined based solely on the total number of active 
section 3 and section 24(c) registrations held by the transferor. 
If . the annual maintenance fee .has not been fully satisfied, the 
transferee and transferor will be notified. to comply within a 
specified time period or the affected registrations may be 
canceled. 

By copy of this letter we are informing the transferor of 
these changes. If you have any questions about this transfer 
approval please contact me at (703) 305-6474. 

Sincerely, 

~;1/)~ 
Donna G. Parker 
Information Management Specialist 
Information Services Branch 
Information Resources & Services Div. {7504C) 

cc; Mr. Brett Whitehead 
Vice President of Animal Health Business Unit 
Hoechat-Roussel Vet 
Perryville Corporate Park; PO Box 4010 
Clinton, NJ 08809-4010 

• 
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UNITEDSTATESE~RONMENTALPROTEcnONAGENCY 

WASHINGTON, D.C. 20460 

March 14, 2001 

Mr. Bryan Gathagan 
Vice President, Information & 

Control 
!n1'ervet, !no. 
405 State Street, PO Box 318 
Hillsboro, DE 19966-03l8 

Dear Mr. Gathagan; 

aoFICEOF 
PREVEHTION, PESTIClDI!S ANJ 

TOlOO SUBSTAI'«:ES 

Subject: Change of Name and Ownership of Company Number 54362 

Pursuant to your letter and agreement of February 7, 2001, 
we have approved the change in name and ownership of Roechst
Roussel Vet, company number 54382. 

Our records are being amended to show the registrant and 
Agent under company number 54382 as follows: 

Intervet, Inc. 
405 State Street1 PO Box 318 
Millsboro, DE 19966-0318 

Authorized Representati~e: Bryan Gathagan 
(302) 934-8051 

The effective date of this change is the date of this 
letter . 

You should indicate the new company designation, new EPA 
Registration Number and new Establishment Number (if it has 
changed) on'the labeling at the next printing which should occur 
no later than 18 months after the effective date of this 
transfer. After ~8 months, any product released for shipment 
must bear the new Registration Number and Establishment Number. 
If you intend to use the labels which currently appear on the 
transferor's produc~ after.the effective date of the transfer, 
but wi~hin the l8 month grace period, you must maintain complete 
and accurate records which identify by batch number, lot number, 
or other suitable description the quantities of such product 
bearing the transferor's label. Each container or package 
bearing the transferor's label which is released after the 
effective date of product registration transfer, must be clearly 
and accurately marked with the batch number, lot number or other 
descriptive _designation used to identify the product in your 
records. 
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Supplemental distribution agreements of registered products 
do not transfer with the Section 3 registration. It is your 
responsibility as the registrant to notify any and all 
supplemental distributors of the transferred product(s) of this 
transfer agreement. If you wish to enter into supplemental 
distribution agreements of your product(s) under this new 
registration, the form "N.otice of Supplemental Distribution of a 
Registered Pesticide Product," EPA Form 8570-5, must be submitted 
to the Agency for each supplemental distributorship. 

You are required to contact your local.EPA Regional Office 
to determine what effect this transfer of pesticide registrations 
has on the pesticide production establishment registration. 

It will not be necessary to submit labeling for review if 
the only changes are in. the company designation and the EPA 
Registration Number. Other changes in the product and/or 
labeling may require EPA review and appro~al prior to initiation. 
In any correspondence on these products always refer to the u.s. 
EPA Registration Number listed above\ 

The transferred registration will ha-v-e the same status under 
the Federal Insecticide, Fungicide and Rodenticide Act, as 
amended, 7 USC 136 et seq., as it had prior to the appro~al of 
this transfer. 

When registrations are transferred from one company to a 
second company, all restrictions, data requirements. conditions 
(suspensions), and deadlines existing on the registrations are 
transferred with the registrations. The new company is 
responsible for adhering to or complying with all such 
restrictions, etc. on the acquired products . 

In regard to deadlines, the transferee company is 
responsible for submitting al~ required data according to the 
schedules already established for the acquired products. Failure 
to do so will result in the issuance of a Notice of Intent to 
Suspend. Requests from transferee companies for additional time 
to submit, because they acquired the registration(s) after the 
3(c) (2) (B) request was issued will not be granted. If a 
transferee company has other valid reasons for delays in the 
testing which were clearly outside of their control, then such 
requests for time extensions will be considered in accordance 
with the established procedures. Transfers occurring while a 
3(c) (2) (B) request is being issued or during the 90-day response 
time are subject to the same conditions expressed above.· 

Registration is in no way to be construed as an endorsement 
or approval of these products by the Agency. In order to protect 
health and the environment, the Administrator, on his motion, may 
at any time suspend or cancel the registration of a pesticide in 
accordance with FIFRA. 
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.Furthermore, the transfer of the subject registrations is 
approved under the condition that the annual maintenance fee 
obligation has been fully satisfied. The marginal maintenance 
fee is determined based solely on the total number of active 
section 3 and section 24(c) registrations held by the transferor. 
If the annual maintenance fee has not been fully satisfied, the 
transferee and transferor will be notified to comply within a 
specified time period or the affected registrations may he 
canceled. 

By copy of this letter we are informing the transferor of 
these changes. If you have any questions about this transfer 
approval please contact me at (703) 305-6474. 

Sincerely, 

Donna Q. Parker 
Information Management Specialist 
Information Services Branch 
Information Resources & Services Oiv. (7504C) 

cc: Mr . Brett Whitehead 
Vice President of Animal Health Business Unit 
Hoechst- Roussel Vet 
Perryville Corporate Park; PO Box 4010 
Clinton, NJ 08809-4010 

• 

TOTAL P.07 
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&EPA 
United States 

Environmental Protection Agency 
Washington, DC 20460 ~~ 

Registration 
Amendment 

tl' Other 

OPP Identifier Number 

1. Company/Product Number 

~/66451-1 

4. Company/Product (Name) 
lntervet Inc./ Deltamethrin 4o/o Collar 

5. Name and Address of Applicant (Include ZIP Code) 

lntervet Inc. 
405 State St.; P.O. Box 318 
Millsboro, DE 19966 

D Cftsck if this is a new 11ddrU$ 

0 Amendment· Explain below. 

2. EPA Product Manager 

George Larocca 

PMI 

3. Proposed Classification 

D None 0 R81tricted 

6. Expedited Reveiiw . In accordance w ith FIFRA Section 3(c)(3) 
(b)(i), my product is similar or identical in composition and labeling 
to: 
EPA Reg. No. 

Product Name 

Fin81 printed (,sbels in repsonse to 
Agency letter dated 

Resubmission in response to· Agency letter dated - - --- --

u 
0 
D 

"Me Too• APIPiication. 
JAN 1 4 2092 

Notification - Explain below. Other · Explailn below . 

Explanation: Use addi tional pege(s) if necessary. (For ·~ellen I end Section II.) 

Notification of minor changes to the label front panel, per PR Notice 98·10 (sea attached draft label for 1proposed changes). This notification is consistent with 
the proviSions of PR Notice 9B· i 0 and EPA regulations at 40 CFR 152.46 . and no other changes have been made to thelabefing or the confidential statement 
of formula of this product I underst.and that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. I further understand that if this 
notification is not consistent with the terms ofPR Notice 98-10 and 40 CFR 152.46, this product maybe1 in violation of FIFRA and I may be subject to 
enforcement action and penalties under sections 12 and 14 of FIFRA. 

Unit Packaging 

D Yes 

O No 
If •veep No. per 
Uni t Packaging wgt. container 

Water Soluble Packaging 

BYes 

No 

If "Yea• 
Package wgt 

No. per 
container 

2. Type of Container 

~=~:lc 
Gins 
Paper 
Other (Specify) _______ 

1 

Information 4. Size(s) Retail Container 5,. Location of Label Directions 

I label 

6. Mannar in Which label is Affixed to Product 

Name 

S. Lee Whaley 

1:::::::3 
c=J Other ·---------------------------

Tide 

Manager, Regulatory Affairs- Pharma 
Telephone No. (IMiude Area Code) 

(302) 9344385 

Certification 6. J:Miif' ~plication 
A•c:m-:ect I certlfy that tho statements I have mode on this form and all attachments thereto are true, occurate and complete. 

I acknowledge that any knowlinglly false or mialseding statement may be punishable by fine of imprisonment of 

both under applicable law. 

3 . Title 

Manager. Regulatory Affairs • Pharmaceuticals 

5 . Date 

EPA Form 70-1 (Rev. 3-94) Previous editions 11re obsolete. White · EPA copy tonvtnlll 

: ·l&amped) 
• 

•• • • • • • •• 
••• • • • •• 

• 
•••• • • ••• 

•••••• • • • • • 
• ••••• • • •• 
• •••• • • • •••• 
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DELTAMETHRIN 4% COLLAR 

FLEA & TICK COLLAR FOR DOGS ACCEPTED 
with COMMENTS 

in EPA Letter Dated 

ACTIVE INGREDIENT: 
Deltamethrin 

INERT INGREDIENTS 
Total 

NOV 17 1998 

Under the Federal hisecticide, 
FWJgicide, and Rodenticide Act 
ag ameauled, for the pesticide 
regi8tered under EPA Reg. No. 

L,B4Sf-l 

Percentage by Weight 
4.0% 

96.0% 
100.0% 

CAUTION: Do Not Let Children Play With This Collar 

See Side Panel for additional Precautionary Statements 

EPA Reg. No. 68451-1 

Hoechst Roussel Vet SA 
102 route de Noisy 
93235 Romainville, France 

EPA Est. No. 68451-FRA-1 NET CONTENTS: 1 Collar 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

NET WT. 1.1 oz 
•••• • • • •• • 

• 
• • • ••••• • 
• ••• • • • ••• 

• 
• •• • • • •••• 
••• • • • page I of3 .. • 

20 May 1998 
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READ ENTIRE LABEL BEFORE EACH USE 

USE ONLY ON DOGS 

DELTAMETHRIN 4% COLLAR 
FLEA & TICK COLLAR FOR DOGS 

Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: 
Do not open protective pouch until ready to use. Do not let children play with this collar. 

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation. A void contact with skin, eyes, or 
clothing. Wash thoroughly with soap and water after handling. 

Do not use on puppies under 12 weeks. Consult a veterinarian before using this product on debilitated, aged, pregnant, 
medicated, or nursing animals. Sensitivities may occur after using ANY pesticide product for pets. If signs of 
sensitivity occur, remove collar and bathe your pet with mild soap and rinse with large amounts of water. If signs 
continue, consult a veterianarian immediately. 

FIRST AID 
IF SWALLOWED: Call a physician or poison control center. DriBk eae er w.•e glasses efwat:er eEl 
iREltiee vemitiBg ay teueftiRg aaek ef threat with fmger. Do not induce vomiting or give anything by 
mouth to an unconscious person. 
IF ON SKIN: Wash with plenty of soap and water. Get medical attention. 
IF IN EYES: Flush eyes with plenty of water. Call a physician if irritation persists. 

EMERGENCY PHONE NUMBERS: 

FOR HUMAN, FIRE, ENVIRONMENTAL: 
1-800-228-5635, ext. 132 
FOR ANIMALS: 1-800-345-4735, EXT. 104 

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. 
Applying other pesticides on the dog may not be necessary while the collar is being_ worn. 

DIRECTIONS FOR USE: It is a violation ofFederallaw to use this product in a manner inconsistent with 
its labeling. 

Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formulated using patented 
insecticide- release technology. Maximum effectiveness may not occur for 2 ~weeks after collar 
placement. Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are present in the dog's 
environment that may appear on your pet will be killed. Collar will kill ticks including Brown dog tick 
(Rhipicephalus sanguineus), American dog tick (Dermacentor variabilis) and deer tick (Ixodes sp.) which 
may carry the Lyme disease. Collar kills and repels mosquitoes (Aedes aegypti) and prevents them fi;.am: • • 
feeding. This collar should be worn continuously. Reapply a new collar every 6 mon~~ •: •: • • • 

• • • • • • 
Place the collar around dog's neck, buckle and adjust for proper fit. Cut off approximat•~·l inches bona:. 
the buckle-and dispose of excess length by wrapping in newspaper and placing in trash. The ~liar ~ust be • • • ••• worn loosely so that two fmgers may be placed between collar and dog's neck. Living iV~I"~st areas-~t;,t• 
must also be treated with appropriate pest control measures to ensure control of pests. Weltin"will not • 
impair the collar's effectiveness or the pet's protection. If the dog goes swimming or is·~Jt .. Ifl the ram, ittia 
not necessary to remove the collar. Deltamethrin 4% Collar may be used in addition to a lead or con:t!';m• • 
collar. Use only one Deltamethrin collar at a time. •• • • • • •• • 

page2 of3 
20May 1998 
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STORAGE AND DISPOSAL: Store in original, unopened container, away from children. Do not reuse 
container or used collar. Wrap in newspaper and put in trash. 

IMPORTANT NOTICE: DISCLAIMER 

Read "IMPORTANT NOTICE: DISCLAIMER" before buying or using. If terms are not acceptable, 
return at once unopened. HOECHST ROUSSEL VET S.A. warrants only that the product conforms to the 
chemical description on the label and is reasonably fit for the purpose stated on the label when used in 
accordance with the directions under normal conditions of use. This warranty does not extend to the use of 
this product contrary to label instructions or under abnormal conditions, or under conditions not reasonably 
foreseeable to HOECHST ROUSSEL VET S.A., and user assumes the risk of any such use. HOECHST 
ROUSSEL VET S. A MAKES NO OTIIER WARRANTY, EXPRESSED OR IMPLIED, INCLUDING 
ANY IMPLIED WARRANTY OF FITNESS FOR A PARTICULAR PURPOSE OR OF 
MERCHANTABILITY. In no case shall HOECHST ROUSSEL VET S.A. be liable for consequential, 
special, indirect or incidental damages resulting from the use or handling of this product. The foregoing 
conditions of sale and warranty can be varied only by an agreement in writing signed by a duly authorized 
representative ofHOECHST ROUSSEL VET S.A. 

The Hoechst Name and logo are registered trademarks ofHoechst AG. 

© 1998 HRV S.A. 

Part No. XXXXX 

Universal Product Code Number (Bar Code) 

98 05 20c 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

•••• • • • •• • 
• 

• • • ••••• • 
• ••• • • • ••• 

• 
• •• • • • 

page3·o~· 
20 Ma~ r~C)j,· • 
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NOTIFICATION 

JAN 1 4 2002 

DELTAMETHRIN 4% COLLAR 

FLEA & TICK COLLAR F'UR DOGS 

--.... ~ LONG LASTING PROTECI'JON FOR UP TO 6 MONTHS 4.11111,...---
--.. ~~ Kills Ticks (including deer ticks w!Jicll may cany Lyme disease) -4~---

--.... ~ ALSO KILLS PLEAS <lllll~t---

ACTIVE INGRHDIEN~ 
Deltamethnn 

INERT INGREDJ:.ENTS 
Total 

Percentage by Weight 
4.0% 

96.0% 
100.0% 

CAUTION: Do Nut Let Children Play Wltb This Collar 

. See Insert or Sid~ Panel for additional Precautionary Statements 

---~·~ Adjustable - One Size Fits All 4111141---~ 

EPA Reg. No. 68451-1 EPA E&t. No. 6845l·FRA-1 NET CONTENTS: I Collar 
NETWT 09oz 

Distributed by: 
Cntervet Inc. 
405 State Street 
Millsboro, DE 19966 

Product ofFr.mce 

Pa.~ \ ~ ~ 
cQr be~ ~oo\ 

39 
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READ ENTIRE LABEL BEFORE EACH USE 

USE ONLY ON DOGS 

DELTAMETHRIN 4% COLLAR 

FLEA & TICK COLLAR FOR DOGS 

Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: 
Do not open protective pouch until ready to use. Do not let children play with this collar. 

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contact with skin, eyes, or clothing. Wash 
thoroughly with soap and water after handling. 

Do not use on puppies under 12 weeks. Consult a veterinarian before using this product on debilitated, aged, pregnant, medicated, or 
nursing animals. Sensitivities may occur after using ANY pesticide product for pets. If signs of sensitivity occur, remove collar and 
bathe your pet with mild soap and rinse with large amounts of water. If signs continue, consult a veterinarian immediately. 

FIRST AID 
IF SWALLOWED: Call a physician or poison control center. Do not induce vomiting or give anything by mouth to an unconscious 
person. 
IF ON SKIN: Wash with plenty of soap and water. Get medical attention . 
IF IN EYES: Flush eyes with plenty of water. Call a physician if irritation persists. 

EMERGENCY PHONE NUMBERS: 

FOR HUMAN, FIRE, ENVIRONMENTAL: 1-800-228-5635, ext. 132 
FOR ANIMALS: 1-800-345-4735 

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Applying other 
pesticides on the dog may not be necessary while the collar is being worn. 

DIRECTIONS FOR USE: It is a violation ofFederallaw to use this product in a manner inconsistent with its labeling. 

Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formulated using patented insecticide-release 
technology. Maximum effectiveness may not occur for 2-3 weeks after collar placement. Fleas (Ctenocephalides sp.) on the dog 
will be killed and ones which are present in the dog's environment that may appear on your pet will be killed. Collar will kill ticks 
including Brown dog tick (Rhipicephalus sanguineus), American dog tick (Dermacentor variabilis) and deer ticks (Ixodes scapularis 
and Ixodes pacificus) which may carry the Lyme disease. This collar should be worn continuously. Reapply a new collar every 6 
months. 

Place the collar around dog's neck, buckle and adjust for proper fit. Cut off approximately 2 inches from the buckle and dispose of 
excess length by wrapping in newspaper and placing in trash. The collar must be worn loosely so that two fmgers may be placed 
between collar and dog's neck. Living and rest areas of pet must also be treated with appropriate pest control measures to ensure 
control of pests. Wetting will not impair the collar's effectiveness or the pet's protection. If the dog goes swimming or is out in the 
rain, it is not necessary to remove the collar. Deltamethrin 4%Collar may be used in addition to a lead or constraint collar. Use only 
one Deltamethrin 4% Collar at a time. 

STORAGE AND DISPOSAL: Store in original, unopened container, away from children. Do not reuse container or used collar. 
Wrap in newspaper and put in trash. 

IMPORTANT NOTICE: DISCLAIMER 

Read "IMPORTANT NOTICE: DISCLAIMER" before buying or using. If terms are not acceptable, return at once unopened. 
INTERVET INC. warrants only that the product conforms to the chemical description on the label and is reasonably fit for the 
purpose stated on the label when used in accordance with the directions under normal conditions of use. This warranty does not 
extend to the use of this product contrary to label instructions or under abnormal conditions, or under conditions not reasonably 
foreseeable to INTER VET INC., and user assumes the risk of any such use. INTER VET INC. MAKES NO OTHER WARRANTY, 
EXPRESSED OR IMPLIED, INCLUDING ANY IMPLIED WARRANTY OF FITNESS FOR A PARTICULAR PURPOSE OR OF 
MERCHANTABILITY. In no case shall INTERVET INC. be liable for consequential, special, indirect or incidental damages 
resulting from the use or handling of this product. The foregoing conditions of sale and warranty can be varied only by an agreement 
in writing signed by a duly authorized representative of INTER VET INC. 

Part No. XXXXX 

Universal Product Code Number (Bar Code) 

Product of France Pcuoe :<o~:) 
:) I bee. .;) oo \ 
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21 December 2001 

~fJ~ 
AKZONOBEL 

Document Processing Desk (NOTIF) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

Dear EPA Notification Reviewer: 

(302) 934-4385 

~T~~CAnON 

.. 1 .~:~ I 4 2002 

Please find enclosed a notification, per PR Notice 98-10, of minor label changes to the 
Deltamethrin 4% Collar label (EPA Registration #: 68451-1; lntervet Inc., COFA(f)al"ly ft.:. 

~38~. The label was previously approved per EPA letter dated 17 November 1998. 

1. The following text, consistent with statements on page 2 of the label, are being 
added to page 1 of the label: 

LONG LASTING PROTECTION FOR UP TO 6 MONTHS 
Kills Ticks (including deer ticks which may carry Lyme disease) 

ALSO KILLS FLEAS 

2. The following statement is being added to page 1 of the label: 

Adjustable - One Size Fits All 

3. The statement, "See Side Panel for additional Precautionary Statements" is revised 
to read: 

"See Insert or Side Panel for additional Precautionary Statements" 

Note also that the net wt. is being revised from 1.1 oz. to 0.9 oz. to better reflect the weight 
of the collar . 

A completed EPA Form 8570-1 is enclosed as well as a copy of the proposed label. The 
proposed changes to page 1 of the label are underlined, highlighted and bracketed with 
arrows (-++-). Note that there are no changes to page 2 of the label. In accordance with 
the PR notice, a stamped self-addressed envelope with note card identifying the notification 
and EPA Registration number is enclosed and we request confirmation of the acceptability 
of the proposed changes. 

Thank you in advance for your attention to this matter. Please contact me by phone (302-
934-4385) or e-mail (lee.whaley@intervet.com) should you have any questions. 

Sincerely, 

{d!&/:'* 
Manager, Regulatory Affairs - Pharmaceuticals 

• • •••••• • 
·--~ ~~~t 

• 
•• • • • • • •• 

• ••••• • • • • • 
• ••••• lntervet Inc. l nter~te~c. • • • • • 

Enclosure 
40'; State ~~~ • • • • • 
f'O. Box .118 • • 
Millsboro, 'bE 19%6-Mf'lr • 
Tl' l. c~cl"l' '! .!'\-llOS1 
FAX ()0)~4-4292 

• • •••••• • 
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Form OMB No. 2070-0044. 

... 
United States - .l..4 a (l 5 

Environmental Protection Ag.V_ 4 
Office of Pesticide Programs 17505C) 

Washington, DC 20460 &EPA 
Notice of Supplemental Distribution of a Registered Pesticide Product 

Instructions 

After a registrant has obtained final registration for the basic product, the registrant may then supplementally 
distribute his/her product. One form must be submitted for each distributor product and must be signed by the 
distributor involved. The basic registration number and the distributor company number must be shown. 

1-31-95 

If a registrant has a potential distributor who does not have a company number assigned, she/he should have the 
distributor apply, on letterhead stationery, to the Registration Division to have a number assigned prior to submitting 
this form to the agency. 

This Notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have 
the concurrence and signature of both the registrant and the distributor. 

EPA Registration Num~er of Product 

EPA Reg. No~ 68451-1 ~ 
Distributor Company Number 

54382 7 
Note: Do not submit distributor product labels 

Name of Registered Product (bssic product name accepted by EPA} 

Deltamethrin 4% Collar 
and Address of Distributor (Type; include ZIP code} 

Hoechst Roussel Vet 
30 Independence Blvd., Box 4915 
Warren, NJ 07059 

Distributor Product Name 

Deltamethrin 4% Collar 

Read All Conditions Before Signing 

1 . The distributor product must have the same composition as the basic product. 
2. The distributor product must be manufactured and packaged by the same person who manufactures and packages 

the registered basic product. 
3. The labeling for the distributor product must bear the same claims as the basic product, provided, however, that 

specific claims may be deleted if by doing so, no other changes to the label are necessary~ 
4. The product must remain in the manufacturer's unbroken container. 

The label must bear the EPA registration number of the basic product, followed by a hyphen and the distributor's 
company number. ~ 

6. Distributor product labels must bear the name and address of the distributor qualified by such terms as "packed 
for ... ", "distributed by ... "; or "sold by ... " to show that the name is not that of the manufacturer. 

7. All conditions of the basic registration apply equally to distributor products. It is the responsibility of the basic 
registrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product. 

Distributor •••••• • 
We intend to market our product under the Distributor Product Name specified above, subject to the conditions specified o~ Pl1i, "'~tics . 

•••• 
Signature and Title of Distributor ••••~te • 

Jane Kingett, Registration Specialist • • • • • :~. ~t 1998 

Registrant 

······ • • 
••••• • • ••••• 

• •• 

• • •••• .. 
I agree that the distributor named above may distribute and sell the Distributor Product specified above, subject to the conditio,_specified on this 
Notice. -- • •: • • • 

"U.S, GPO: 1997-417-473161208 

Agent for Hoechst Roussel Vet S.A. 
John J. Lauber, Manager, Product Reg. 

Previous editions are obsolete. 

Date 9.~C:e ·1998 • •• 

White- EPA 
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&EPA 
United States 

Environmental Protection Agency 
Office of Pesticide Programs (7505Cl 

Washington, DC 20460 

Notice of Supplemental Distribution of a Registered Pesticide Product 

Instructions 

After a registrant has obtained final registration for the basic product, the registrant may then suppleme"tally 
distribute his/her product. One form must be submitted for each distributor product and must be signed by the 
distributor involved. The basic registration number and the distributor company number must be shown. 

If a registrant has a potential ·distributor who does not have a company number assigned, she/he should have the 
distributot apply, on letterhead stationery, to the Registration Division to have a number assigned prior to submitting 
this form to the agency. 

This Notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have 
me concurrence and signature of both the registrant and the distributor. 

EPA Registration Number of Product Distributor Company Number 

"{ 0\~S\- \ ~ -3 '"l1~\ 

Note: Do not submit distributor product labels 

of Registered Product (basic product name accepted by EPA} 

'l:>~L""rA~€\~\N 4~ ~~Ait 
Distributor Product ~e 

~'( ..1A~ NrN f\\,o~~ 

Name and Address of Distributor (Type; Include ZIP codtJ) 

""'A-f'it"( ~ \ M ~ 
y>.o. ~ A~'S 
"'"\Cu-\ \...l A"t '2..~<& c&o\l ''\\"« 
SNOW \:\-\\-'-

~u.'NA -:2.<6G'~O 
Read All Conditions Before Signing 

•••• • •••• 

• . . .. 
•• • 

•••••• • • • 
•••••• • • •• 
••••• 1 . The distributor product must have the same composition as the basic product. • • 

~ . . .... 
2. The distributor product must be manufactured and packaged by the same person who manufactu'" £lnd packages 

the registered basic product. • •••• • 
3. The labeling for the distributor product must bear the same claims as the basic product, provide~ •• l'mever, that 

specific claims may be deleted if by doing so, no other changes to the label are necessary. • 
The product must remain in the manufacturer's unbroken container. 

5. The label must bear the EPA registration number of the basic product, followed by a hyphen and the distributor's 
company number. 

6. D.istributor product labels must bear the name and address of the distributor qualified by such terms as "packed 
for ... ", "distributed by ... "; or "sold by ... " to show that the name is not that of the manufacturer. 

7 . All conditions of the basic registration apply equally to distributor products. It is the responsibility of the basic 
registrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product. 

Distributor 
Ws our product under the Distributor Product N<Jme specified qbove, subject to the condWons specifitJd on this NotictJ. 

Deto 

Registrant 

.PJsmmnornsmed ebove may distribute and sell the Disttibutor Product specifiBd abo VB, subjsct to thtJ conditions specified on this 

Data 

() 

Wh~·EPA 

*U.S. GPOr 1995-388-820/20418 



-: J f • Paperwork Reducti<m -Act Notice 
' . 

Th_t;~, armtffi'f tt!~eo.iiQen~ 'Pu(pe(i fQ.r 1he Not!c~ Pt s I I rus·trtb.uticfo .at a Registered 
Pesticide Product is estimated. to a~erage- 15 mkiVtes per fesponse, i~Juding time for 
re_'{ieYV;i!lQ-_t11 tn$~ructiO.I1$, se~rcf:l,il19 e~isljo.,g ata sourc..es~ g~~eriqg ~o!J ~in~ng th.e 
data~ded, aod comp.ieting:and reviewin-g =tha ii'J'k>rma.tion. ··Send cominentc- ·regartl}ng this 
borden·, t6~fe'f, in'fb.rmatton '?ottcY: sfancll, 2 3·6. u.s: en'vfronmeritat FrotecHO'n Agen&-;, 
401 M. Stn~_ect, S.W~. Was~ngton~ DC 2046G; and to ~aper-work Reduction Proje¢t (OMB No. 
2070~00'44f. ·Office· of Management ·af1'd B'udget, W~:lshlft~ton; 'OC _ 205.03, Marked "Anemion 
Desk Officer tor EPA." 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • •••• 

• 
•••• • • • • • • 

• 
• ••• • • •••• - . . 

• •••••• . . . 

... .... - ' 
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SURNAME. 

DATE ~~ 

UNITED STATES. ENVIRONMENTAL PROTECTICJN AGENCY ~$4t.ps41 ~s 

John J. Lauber 
Hoechst Roussel Vet 
Agent for Hoechst Roussel Vet S.A.. 
30 Independence Blvd. 
P.O. Box 4915 
Warren, N.J. 07059 

Subject: Deltamethrin 4% Collar 

NOV 17 1998 

EPA Registration No. 68451-1 
Amendment dated June 4, 1998 

Dear Mr. Lauber: 

The labeling referred to above, submitted in connection with registration under 
the Federal Insecticide, Fungicide and Rodenticide Act (FIIFRA), as amended, is 
acceptable provided that you: 

1. Make the following changes to your label: 

a. Based on the submitted studies, the addition of the claims for "deer ticks" is 
acceptable. Black-legged ticks is also acceptable. However, if a species name specific 
claim·is made, then only Ixodes scapularis and/or Ixodes p•acificus may be used in 
addition to the tenns above. Ixodes sp. is not acceptable, and should be removed from 
the label and the above species names should replace it. 

b. The label claim for mosquitoes reads: "Collar kills an1d repels mosquitoes and 
prevents them from feeding." The data submitted do not support these claims and for 
the following reasons they should be removed from the label: 

1) The data do not show that this product is an efficacious repellent. The study 
results demonstrate a reduction in blood-feeding but this reduction is insufficient to 
support repellent claims. The maximum reduction in feeding between the control and 
treated groups is 84.4% with a range of 15.9% to 84.4%. Jn addition, there was no 
statistically significant difference in landings between treatE~d and control groups. 

2) The data do not support the "kill" claim for mosquitoes. The range was 69% -
91.1%. The 91 .1% mortality result was for one data point l:>nly. All other · 
measuremenfs of moilalrtv were 15elo~a,..~ rs less tlfian tlie 95o/o reqUirea 15y 
·subdivisior G Guidelin ~s. 

11-

.................... ·······-······- .................. 
~············ .. ·· • .............. .. ! • • .................... ···-········· .. ,., ... . ................. _ 

. .................. t .................. ········-·······- ..................... ··············-'· ................. ·· · ··· ~·········· 
..................... 

OFFICtAtt.ILE COPY 
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SURNAME 

DATE 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

-2-

2. Submit two copies of your final printed labeling before you release the product for 
shipment. 

If these conditions are not complied with, the registration will be subject to 
cancellation in accordance with FIFRA section 6(e). Your 1release for shipment of the 
product bearing the amended labeling constitutes acceptance of these conditions. 

A stamped copy of the labeling is enclosed for your records. I have also 
enclosed copies of the reviews for your records. If you have any questions about this 
letter, please contact Beth Edwards at (703) 305-5400. 

Enclosures 

Sincerely yours, 

George T. !LaRocca 
Product Msanager 13 
Insecticide Branch 
Registratio1n Division (7505C) 

COHCUttRINC2S 

........ _. .................... ········- ........................................................ ........... ······ .................................... . 

................. ~ ........... .. .... . ..... .............. . ......................................... ····-· ...... ................... . ............... . 
EPI\ Fonn 1320-1A (1190) OFFICIA U .. E COPY 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

21 /OCTOBER/1998 

MEMORANDUM 

OFFICE OF 
PREVENTION, PESTICIDES 

AND 
TOXIC SUBSTANCES 

Subject: EPA Reg. No.: 68451-00001 Deltamethrin 4% Flea Collar 
DP Barcode: D248074 
Case No: 034680 

From: Eugenia McAndrew, Biologist c 
Technical Review Branch L""' (L 
Registration Division (7505C) ~c 

To: 

Applicant: 

Beth Edwards, PM Team 03 
Insecticide Branch 
Registration Division (7505C) 

Hoechst Roussel Vet 
30 Independence Blvd. 
P.O. Box 4915 
Warren, NJ 07059 

FORMULATION FROM LABEL: 

Active lngredient(s): 
097805 Deltamethrin 

Inert lngredient(s): 

1 

Total: 

%by wt. 
4.0 

96.0 
100.% 

------------ -



48

ACTION REQUESTED: "Please review information submitted to support the revision of the First 
Aid Statement for the subject product to delete "induce vomiting." 

BACKGROUND: The Registrant has submitted a letter proposing to revise the label concerning 
first aid statements for EPA Reg. No. 68451-00001 Deltamethrin 4% Collar. The revision would 
delete the instruction to "induce vomiting." The letter states as follows: 

"Since ingestion of even an entire flea collar does not appear to cause much of an 
acute toxicity hazard, except perhaps in very small children (and animals), it is our 
opinion that vomiting should not be induced as first aid treatment following collar 
ingestion due to the potential danger of aspiration (or other physical trauma) of the 
foreign material particularly if the collar has been bitten or chewed into smaller segments. 

In certain circumstances, particularly with ingestions by small children (and animals) 
for example, it may be necessary to retrieve the collar or segments of collar from the 
gastrointestinal tract using medical or pharmacological methods. Procedures such as 
this should be left up to the physician (veterinarian)." 

RECOMMENDATIONS: We have reviewed the arguments and deem it appropriate to remove the 
statement "induce vomiting" from the label. The new label submitted contains the correct first aid 
statements for acute oral exposure. 

2 
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CASE: DATA PACKAGE RECORD DATE: 08/03/98 
SUBMISSION: BEAN SHEET Page 1 of 1 

* * * CASE/SUBMISSION INFORMATION * * * 

CASE TYPE: REGISTRATION ACTION: 305 TECH-LBL REV AMND DATA RE 
RANKING 10 POINTS () 
CHEMICALS: 097805 Delta:methrin 

ID#: 068451-0000~ DELTAMETHRIN 4t COLLAR 
COMPANY: 068451 HOECHST ROUSSEL VET S.A . 

4.0000% 

PRODUCT MANAGER: 03 SUSAN LEWIS 703-305-7448 ROOM: CM2 217 
PM TEAM REVIEWER: BETH EDWARDS 703 - 305-5400 ROOM: CM2 206 
RECEIVED DATE: 07/09/98 DUE OUT DATE : 01115/991 

* * * DATA PACKAGE INFORMATI ON * * * 

DP BARCODE: 248074 EXPEDITE: N DATE SENT: OH/03/98 DATE RET.: I I 
~HEMICAL: 097805 Deltamethrin 
• TYPE: 001 Submission Related Data Package 

CSF: Y LABEL: Y 
ASSIGNED TO DATE IN DATE OUT 
DW ! RD J I I I 

J\DMIN DUE DATE : 
II- 11-1r 
~G)A._ 

NEGOT DATE: I I 
BRAN: TR.8 I I I I PROJ DATE: I I 
SECT: ~X I I I I 
REVR : I I Ocl I I 
CONTR : trl ld-0 I { I I I 

* * * DATA REVIEW INSTRUCTI ONS * * * 

Please review information submitted to support the revision 
of the First Aid Statement for the subject product tq del ete 
11 induce vomiting." 

MRID No. 445787-01 

Thanks, 
Beth Edwards 
305-5400 

* * * DATA PACKAGE EVALUATION' * * * 

No evaluation is written for this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

DP BC 
248072 

BRANCH/SECTION 
IB/PM03 

DATE OUT 
08103198 

(tff' ~ ~-~ (l~\~ 4D~ 
' 

N c){- In l a bJ_ rtVt!h) 

Nst tr,_ 1U ~ 
riot~ ~ o~ 

DUE BACK 
12/31198 

INS 
y 

CSF 
y 

49" 

LABEL 
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EFFICACY STUDY REVIEW 

by Kevin J. Sweeney, Entomologist - IB 

To: Beth Edwards 

Date: September 15, 1998 

EPA Reg. or File No.: 68451-1 

Product Name: Deltamethrin 4% Collar 

Registrant: Hoechst Roussel Vet 

PM: George LaRocca 

Action: 305 

Submission No. S546541 

DP # : D248072 

Chemical: deltamethrin 4% 

Studies Submitted: 

MRID # 44578702 Review of the Anti-feeding Effects of Synthetic Pyrethroids to 
Mosquitoes and Phlebotomine Sandflies 

MRID # 44578703 Initial "Kill" Activity of Deltamethrin 4% Collars. Against Ixodes 
scapularis Nymphs using Treated Dog Hair as the Testing Substance 

MRID # 44578704 Report of Laboratory Trials on the efficacy ofDeltamethrin 4% Dog 
Collars for Control of Ticks - Ixodes ricinus and Rhipicephalus sanguine us in Dogs 

MRID # 44602901 Report of a Controlled Field Trial on the Efficacy ofDeltamethrin 4% 
Dog Collars for control of Ticks -Ixodes ricinus and Rhipicephalus sanguineus. 

MRID # 44578705 Determine the Effect ofDeltamethrin 4% Collars on Repellency, 
Mortality, and Blood feeding of Adult Aedes aegypti Mosquitoes. 
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Comments: 

The registrant wishes to add deer ticks and mosquitoes to the label. 

Based on the submitted studies, the addition of the claims for "deer ticks" is acceptable, black
legged ticks I also acceptable. However, if a species name specific claim is made- then only 
Ixodes scapularis and/or Ixodes pacificus may be used in addition to the terms above. Ixodes sp. 
is not acceptable, should be removed and the above species names should replace it. 

The label claim for mosquitoes reads: "Collar kills and repels mosquitoes and prevents them 
from feeding." The data submitted do not support these claims and for the following reasons 
they should be removed from the label: 

1. The data do not show that this product is an efficacious repellent. The study results 
demonstrate a reduction in blood-feeding but this reduction is insufficient to support repellent 
claims. The maximum reduction in feeding between the control and treated groups is 84.4% with 
a range of 15.9% to 84.4%. In addition, there was no statistically significant difference in 
landings between treated and control groups. 

2. The data do not support the "kill" claim for mosquitoes. The range was 69%- 91.1 %. The 
91.1% mortality result was for one data point only. All other measurements of mortality were 
below 90%. This is less than the 95% required by Subdivision G Guidelines. 

I do not think we should entertain "aids in" claims for any repellent product or one meant to kill 
any public health pest feeding on a host. 



DP BARCODE: D248072 

CASE: 034680 DATA PACKAGE RECORD DATE: 08103/98 
SUBMISSION: S546541 BEAN SHEET Page l of 1 

* * * CASE/SUBMISSION INFORMATION * * * 

CASE TYPE: REGISTRATION ACTION: 305 TECH-LBL REV AMND DATA RE 
RANKI NG 10 POINTS () 
CHEMICALS: 097805 Deltamethrin 

!D# : 068451-00001 DELTAMETHRlN 4% COLLAR 
COMPANY: 068451 HOECHST ROUSSEL VET S.A. 

4.0000% 

PRODUCT MANAGER: 03 SUSAN LEWIS 703-305 - 7448 ROOM: CM2 217 
PM TEAM REVIEWER : BETH EDWARDS 703-305-5400 ROOM: CM2 206 
RECEIVED DATE : 07109/98 DUE OUT DATE: 01115/9.9 

* * * DATA PACKAGE INFORMATION ·* * * 

DP BARCODE: 248072 EXPEDITE: N DATE SENT: OS:I03I98 DATE RET. : I I 
~HEMICAL : 097805 Deltamethrin .,P TYPE: 001 Submission Related Data Package 

CSF: Y LABEL: Y 
ASSIGNED TO DATE IN DATE OUT AJ)MIN DUE DATE: 12131/98 
biY : RD I I I I NEGOT DATE ; I / 
.-..: !B I I I I PROJ DATE: I I 
Sllf'rt 11M03 / I I I 
REVR : \ I / / I 
coNTR: ~v\'f'- / I / I 

~~ * * * DATA REVIEW INSTRUCTIONfS * * * 

attn.: Efficacy 

DP BC 

Please review studies submitted to support claims for deer 
ticks and mosquitoes . 

MRID Nos. 445787-02; -03; -04; -05; and 446029-01. 

Thanks , 
Beth 

* * * DATA PACKAGE EVALUATIONf * * * 

No evaluation is written for this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

BRANCH/SECTION DATE OUT DUE BACK I NS CSF 

52 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

HOECHST ROUSSEL VET S.A. 
30 INDEPENDENCE BLVD. 
P.O. BOX 4915 
WARREN, NJ 07059 

Report of Analysis for Compliance with PR Notice 86-5 

Thank you for your transmittal of 06/10/98. our staff 

---------- --

JUL 2 3 1998 

has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your submittal was found to be in full compliance with 
the standards for submission of data contained in PR 
Notice 86-5. A copy of your bibliography is enclosed, 
annotated with Master Record ID's (MRIDs) assigned to 
each document submitted. Please use these numbers in 
all future references to these documents. Thank you for 
your cooperation. If you have any questions concerning 
this data submission, please raise them with the 
cognizant Product Manager, to whom the data have been 
released. 



" . .. 
30 Independence Blvd. P.O. Box 4915 Warren. N...J. 07059 

Telephone (908, 231-3426 Fax (908) 231-4462 E~Jl...alber@HRVet.com 

June 4, 1998 

Document Processing Desk {AMEND! 
Office of Pesticide Programs (7504Cl 
Att.: Mr. George T. LaRocca (PM-13) 
U.S. Environmental Protection Agency 
401 M Street. SW 
Washington. DC 20460-0001 

Subject: Deltamethrin 4% Collar. EPA Reg. No. 68451-1 
Amended Registration Application 

Dear Mr. LaRocca: 

As the agent of Hoechst Roussel Vet S.A., we ere malcJ'lg this submission of an amended 
registration applicat ion concerning Oeltamethrin 4% Coilar. In brief, we are proposing to 
revise the label concerning the First Aid Statement (delEtion of .. inducing vomiting"). as 
well as adding claims for deer ticks and mosqui!oes. 

I am enclosing the following in support of this amended registration of Oeltamethrin 4% 
Collar: 

• Amended Registration Application 
• 5 copies of the revised label, in which the words to be deleted from the currently 

registered label are shown wit h a line drawn through them. while t~e words added to 
the label are shown as underlined text. . 

• Transmittal D<;>cument detailing the reports ~the proposed label changes 

Thank you in advance for processing this amended n:gisnation application and revised label. 
If you have any questions. plea~ do n.ot hesita~ to contact me at the above telephone 
number. • ·: • • 

~;?oL 
John J. Lauber, Ph.D. 
Manager, Produ~t Registration 

Enclosures •. 

'- • t .. -. ... • ~ ;. ~ . . . 

98 05 20d 

<fr4 
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Name and address of submitter: 

Hoechst Roussel Vet 
P. 0 . Box 4915 
Warren. N.J. 07059 

2. Regulatory action in support of which this package is submitted: 

Amer::~d registration of Deltamethrin 4% Collar 

3. Transmittal date: 

June •• 1998 

4. List ot submitted studies: 

Cover ~etter 

Volurr.e 1: John J. Lauber {1998). r~evision of 
Deltamethrin 4%-.Collar First Aid Statement {EPA Guideline No. N/A}. 
(MRID.No. 44.S7~?o .,J 

Volume 2: R. Killick-Kendrick·(199/'), Review of the 
Anti-Feeding Effects of Synthetic Pyrethroids to Mosquitoes ·and 
·Phlebotomine Sandflies (EPA Guideline No.91-3). · 
(MRID No._44s 7S?o2 J 

.. 

Volume 3: . Ft-L SlonEH1998l; Initial "Kill " Activity qt·:·. 
Deltamethrin 4% Collars Against Ixodes scapularis Nyrnp~s \~s~g · · ~ • 
Treated Dog Hair as the TestiF'lg Substrate (EPA Guideline'No.91-3).. . 
(MAIO N0.44S 78703 ) . ";' '; ! ' ... . 

~ . . .. . 
Volume 4: ·. A. liebisch and U. Reimann (199/), :Report of 

Laboratory Tnats·on the~fficacy of.Deltamethrin-4 % Dog Coliars to.- .· ·. 
Control.of Ticks (Ixodes. Iictnu.s and Rhipicephalus sanguineus) in Do~s· 
(EPA Guideline No.~1-3). 
(MRID No.4457·a .7 ·o ·4 ·) -.- . 

• • < 
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• f • 'I • • • ~· .. ;., ._~_,~".,;:___ ·- • • ~~.. t \ •• : <t:.. .:· -~ ~:- • ·- :_ 

·~ . ' Volume 5: ; .. · · :"· A. Liebisch ·and u~·~Reitnann (1997), Report of 
~~~_:.~;a :Controlfecf~ei~·;r;.iaf_ o'n the Efficacy of oertanietfl·rtn" 4%~Dog~~llarS.~~ 

••. - /+' •. I L • ;t ··- . : '•' - " • - '). - - ~ -

[,. :· ·~\t· for ·Control ofrTicks' (Ixodes ricinus and· Rhipicephalus 5anguineus) in =~~ 
· • Dogs CEPA ~~idefine No.91-3\l · · · .. · · 

(MRID No., 4460:e,90 1 _ 

Volume 6: R.L Stone (1998), Determine the Effect of 
Deltamethrin 4% Collars on Repellency, Mortality and Blood Feeding of 
Adult Aedes aegypti Mosquitoes (EPA Guideline No._). 
(MRID No ._44s

78705
J 

5. Company Official: """J"""o:....:.hn~J~ . ..=L.:::.au~b=:.:e~r.L-.!..-P.:....:h-=-=. D~.'+---Jf-1'~1--~'----

6. Company Name: 

7. Company Contact: 

.-

. - -

' . . 

Name 

Hoechst Roussel Vet 
P. 0. Box 4915 
Warren, N.J. 07059 

John J. (Jack) Lauber, Ph.D. 
Phone: 908/23 1-3426 
FAX: 908/2.31-4462 

. .. .. -.... - -. . . . . . . . . . ... . . ~ . -
0 • 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

HOECHST ROUSSEL VET S.A. 
30 INDEPENDENCE BLVD. 
P.O. BOX 4915 
WARREN, NJ 07059 

Report of Analysis for Compliance with PR Notice 86-5 

JUN. I 8 1998 

Thank you for your transmittal of 06/10/98. our staff 
has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your data submittal was found to be partially in 
compliance with the standards for submission of data 
contained in PR Notice 86-5, with the exceptions noted 
below. A copy of your transmittal bibliography is 
enclosed, annotated with the Master Record !D's {MRIDs) 
assigned to each document accepted. Please use these 
numbers in all future references to these documents. 
If deficiencies were found which apply to individual 
accepted studies, they are listed below following the 
applicable MRID. Any document which has been assigned a 
MRID has been accepted under PR Notice 86-5. If any 
comments related to a MRID appear on this report, they 
are provided for your information and reference when 
preparing future submissions. Some individual documents 
were not acceptable, and all copies are being returned 
to you for correction for the reasons indicated below. 
These rejected studies have been assigned separate 
identification numbers which are annotated on both the 
enclosed bibliography and the rejected document labels. 

The rejected studies and their deficiencies are 
described below. 

Rejected study [05] : 

* An English translation is required for all work 
originally reported in other languages. 

~'· 25-1'82... 
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,44602.9-00 

Hoechst Roussel Vet 

30 Independence Blvd. P.O. Box 4915 Warren, N.J. 07059 

Telephone (90Bl 231-3426 Fax (908) 231-4462 E-mail Jlauber@HRVet.com 

June 4, 1998 

Document Processing Desk (AMEND) 
Office of Pesticide Programs (7504C) 
Att.: Mr. George T. LaRocca (PM-13) 
U.S. Environmental Protection Agency 
401 M Street, SW 
Washington, DC 20460-0001 

Subject: Deltamethrin 4% Collar, EPA Reg. No. 68451-1 
Amended Registration Application 

Dear Mr. LaRocca: 

As the agent of Hoechst Roussel Vet S.A., we are making this submission of an amended 
registration application concerning Deltamethrin 4% Collar. In brief, we are proposing to 
revise the label concerning the First Aid Statement (deletion of "inducing vomiting"), as 
well as adding claims for deer ticks and mosquitoes. 

I am enclosing the following in support of this amended registration of Deltamethrin 4% 
Collar: · 

• Amended Registration Application 
• 5 copies of the revised label, in which the words to be deleted from the currently 

registered label are shown with a line drawn through them, while th~ words added to 
the label are shown as underlined text. 

• Transmittal Document detailing the reports justifying the proposed label changes 

Thank you in advance for processing this amended registra~ion application and revised label. 
If you have any questions, please do not hesitate to contact me at the above telephone 
number. . · ' •.. 

5E~J'~~· 
John J. Lauber, Ph.D. 
Manager, Product. Registration 

Enclosures 
!:8 05 20d 

r 

\ 
\ 
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TRANSMITTAL DOCUMENT 

1 . Name and address of submitter: 

Hoechst Roussel Vet 
P. 0. Box 4915 
Warren, N.J. 07059 

2. Regulatory action in support of which this package is submitted: 

Amended registration of Deltamethrin 4% Collar 

3. Transmittal date: 

June 1, 1998 

4. List of submitted studies: 

Cover Letter 

Volume 1: John J. Lauber (1998}, Revision of 
Deltamethrin 4% Collar First Aid Statement (EPA Guideline No. N/A). 
(MRID No. 4 4S7a?o 1 _) 

Volume 2: R. Killick-Kendrick (1997), Review of the 
Anti-Feeding Effects of Synthetic Pyrethroids to Mosquitoes and 
Phlebotomine Sandflies (EPA Guideline No.91-3). 
(MRID No.44S7a?o 2 J 

Volume 3: R. L. Slone (1998), lnitiai"Kill" Activity qfo·:·. 
Deltamethrin 4% Collars Against Ixodes scapularis Nympns 'UsK-lg • • • 

• • • 
Treated Dog Hair as the Testing Substrate (EPA Guideline'No.91-3).. • 
(MRID No.44S78703_) '' i '': :' ''', 

Volume 4: A. Liebisch and U. Reimann (199:7), :Report nf 
Laboratory Trials on the Efficacy of Deltamethrin4% Dog Collars fo; . · ·, 
Control ·of Ticks (Ixodes ricinus and Rhipicephalus sanguineus) in Do9s· 
(EPA Guideline No.91-3). 
(MRID No.445·7a7o4) 

r 
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.... ..,.. 

Volume 5: A. Liebisch and U. Reimann (1997), Report of 
a Controlled Field Trial on the Efficacy of Deltamethrin 4% Dog Collars 
for Control of Ticks (Ixodes ricinus and Rhipicephalus sanguineus) in 
Dogs (EPA Guideline No.91-3). 
(MRID No.ReJect: <os > 

Volume 6: R.L. Stone (1998), Determine the Effect of 
Deltamethrin 4% Collars on Repellency, Mortality and Blood Feeding of 
Adult Aedes aegypti Mosquitoes (EPA Guideline No. ). 
(MRID No.4q. 5 ..,

9 
) 

· ' 7os-

5. Company Official: =Jo=h:...:.:n'-!.....:::J_,_. -=L=au=b=e=r.L....!...P.!...:h..:..:. D=·:.r------.f---r"'--t--____;:"-----

6. Company Name: 

7. Company Contact: 

Name 

Hoechst Roussel Vet 
P. 0. Box 4915 
Warren, N.J. 07059 

John J. (Jack) Lauber, Ph.D. 
Phone: 908/231-3426 
FAX: 908/231-4462 

t ..... ;,. .. 

l • l 

•• 
l 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

HOECHST ROUSSEL VET S.A. 
30 INDEPENDENCE BLVD. 
P.O. BOX 4915 
WARREN, NJ 07059 

Report of Analysis for Compliance with PR Notice 86-5 

Thank you for your transmittal of 06/10/98. Our staff 

1 8 1998 

has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your data submittal was found to be partially in 
compliance with the standards for submission of data 
contained in PR Notice 86-5, with the exceptions noted 
below. A copy of your transmittal bibliography is 
enclosed, annotated with the Master Record ID's (MRIDs) 
assigned to each document accepted. Please use these 
numbers in all future references to these documents. 
If deficiencies were found which apply to individual 
accepted studies, they are listed below following the 
applicable MRID. Any document which has been assigned a 
MRID has been accepted under PR Notice 86-5. If any 
comments related to a MRID appear on this report, they 
are provided for your information and reference when 
preparing future submissions. Some individual documents 
were not acceptable, and all copies are being returned 
to you for correction for the reasons indicated below. 
These rejected studies have been assigned separate 
identification numbers which are annotated on both the 
enclosed bibliography and the rejected document labels. 

The rejected studies and their deficiencies are 
described below. 

Rejected study [05] : 

* An English translation is required for all work 
originally reported in other languages. 

1"3S . 2 S -l,"Z. . 
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445"787-00 

Hoechst Roussel Vet 

30 Independence Blvd. P.O. Box 4915 Warren, N.J. 07059 

Telephone (908) 231-3426 Fax (908) 231-4462 E-mail Jlauber@HRVet.com 

June 4, 1998 

Document Processing Desk (AMEND) 
Office of Pesticide Programs (7504C) 
Att.: Mr. George T. LaRocca (PM-13) 
U.S. Environmental Protection Agency 
401 M Street, SW 
Washington, DC 20460-0001 

Subject: Deltamethrin 4% Collar, EPA Reg. No. 68451-1 
Amended Registration Application 

Dear Mr. LaRocca: 

As the agent of Hoechst Roussel Vet S.A., we are making this s.Jbmission of an amended 
registration application concerning Deltamethrin 4% Collar; In b:cef, we are proposing to 
revise the label concerning the First Aid Statement (deletion of ~ :nducing vomiting"). as 
well as adding claims for deer ticks and mosquitoes. 

I am enclosing the following in support of this amended registraton of Deltamethrin 4% 
Collar: 

• Amended Registration Application 
• 5 copies of the revised label, in which the words to be deleted from the currently 

registered label are shown with a line drawn through them, while the words added to 
the label are shown as underlined text. 

• Transmittal Document detailing the reports justifying the pro:Josed label changes 

Thank you in advance for processing this amended registration c::Jplication and revised label. 
If you have any questions, please do not hesitate to contact me at the above telephone 
number. • ·: • 

[;i;J:L 
John J. Lauber, Ph.D. 
Manager, Product Registration 

Enclosures 

. ' 

98 05 20d 
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TRANSMITTAL DOCUMENT 

1 . Name and address of submitter: 

Hoechst Roussel Vet 
P. 0. Box 4915 
Warren, N.J. 07059 

2. Regulatory action in support of which this package is submitted: 

Amended registration of Deltamethrin 4% Collar 

3. Transmittal date: 

June 1, 1998 

4. List of submitted studies: 

Cover Letter 

Volume 1: John J. Lauber (1998), Revision of 
Deltamethrin 4% Collar First Aid Statement (EPA Guideline No. N/A). 
(MRID No. 44S7a?o 1 _) 

Volume 2: R. Killick-Kendrick (1997), Review of the 
Anti-Feeding Effects of Synthetic Pyrethroids to Mosquitoes and 
Phlebotomine Sandflies (EPA Guideline No.91-3). 
(MRIO No.44S7a?o 2 J 

Volume 3: R. L. Slone ( 1998), Initial "Kill" Activity qfo-: •• 
Deltamethrin 4% Collars Against Ixodes scapularis Nymp~s ·~sipg • • • 
Treated Dog Hair as the Testing Substrate (EPA Guideline·No.91-3). • 
(MRID No.44S78703_) '';' ': :' '''' 

Volume 4: A. Uebisch and U. Reimann (199:7), :Report nf 
Laboratory Trials on the Efficacy of Deltamethrin 4% Dog· t'oliars to.· , , · , 
Control-of Ticks (Ixodes ricinus and Rhipicephalus sanguineus) in Ooqs' · 

' ' (EPA Guideline No.91-3). 
(MRIO No.445.78704) 

r 
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Volume 5: A. Liebisch and U. Reimann (1997), Report of 
a Controlled Field Trial on the Efficacy of Deltamethrin 4% Dog Collars 
for Control of Ticks (Ixodes ricinus and Rhipicephalus sanguineus) in 
Dogs (EPA Guideline No.91-3). 
(MRID No.Reject: < os > 

Volume 6: R.L. Stone (1998), Determine the Effect of 
Deltamethrin 4% Collars on Repellency, Mortality and Blood Feeding of 
Adult Aedes aegypti Mosquitoes (EPA Guideline No. ). 
{MRID No.44 .... ..,

9 
) 

. - r ?os-

5. Company Official: =-J=o~hn:....:......:Jc.:.... -=L=a=ub=e=r..L....;..P...:..:h:..:..:. D~. '---+--r---+--=----

6. Company Name: 

7. Company Contact: 

Name 

Hoechst Roussel Vet 
P. 0. Box 4915 
Warren, N.J. 07059 

John J. (Jack) Lauber, Ph.D. 
Phone: 908/231 -3426 
FAX: 908/231-4462 

( " ~ ...... 
• • • . . 

• . . 
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445787-00 

Hoechst Roussel Vet 

30 Independence Blvd. P.O. Box 4915 Warren, N.J. 07059 

Telephone (908) 231-3426 Fax (908) 231-4462 E-mail Jlauber@HRVet.com 

June 4, 1998 

Document Processing Desk (AMEND) 
Office of Pesticide Programs (7504C) 
Att.: Mr. George T. LaRocca (PM-13) 
U.S. Environmental Protection Agency 
401 M Street, SW 
Washington, DC 20460-0001 

Subject: Deltamethrin 4% Collar, EPA Reg. No. 68451-1 
Amended Registration Application 

Dear Mr. LaRocca: 

As the agent of Hoechst Roussel Vet S.A., we are making this submission of an amended 
registration application concerning Deltamethrin 4% Collar. In brief, we are proposing to 
revise the label concerning the First Aid Statement (deletion of "inducing vomiting"L as 
well as adding claims for deer ticks and mosquitoes. 

I am enclosing the following in support of this amended registration of Deltamethrin 4% 
Collar: 

• Amended Registration Application 
• 5 copies of the revised label, in which the words to be deleted from the currently 

registered label are shown with a line drawn through them, while the words added to 
the label are shown as underlined text. 

• Transmittal Document detailing the reports justifying the proposed label changes 

Thank you in advance for processing this amended registration application and revised label. 
If you have any questions, please do not hesitate to contact me at the above telephone 
number. • ·: • 

Ft;R:L 
John J. Lauber, Ph.D. 
Man?ger, Product Registration 

Enclosures 

' . • 

98 05 20d 

\ 
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TRANSMITTAL DOCUMENT 

1 . Name and address of submitter: 

Hoechst Roussel Vet 
P. 0. Box 4915 
Warren, N.J. 07059 

2. Regulatory action in support of which this package is submitted: 

Amended registration of Deltamethrin 4% Collar 

3. Transmittal date: 

June 1, 1998 

4. List of submitted studies: 

Cover Letter 

Volume 1: John J. Lauber (1998), Revision of 
Deltamethrin 4% Collar First Aid Statement (EPA Guideline No. N/A). 
(MRID No. 445?e70 1 _) 

Volume 2: R. Killick-Kendrick (1997), Review of the 
Anti-Feeding Effects of Synthetic Pyrethroids to Mosquitoes and 
Phlebotomine Sandflies (EPA Guideline No.91-3). 
(MRID No.4457a?o 2 J 

Volume 3: R. L. Slone (1998), lnitial"Kill" Activity qfa·:·. 
Deltamethrin 4% Collars Against Ixodes scapularis Nympns 'usK-lg • • • 

' . . 
Treated Dog Hair as the Testing Substrate (EPA Guideline'No.91-3).. • 
(MRID N0.4457S703_) '':.,: : ''.', 

f ( f ( 

Volume 4: A. Uebisch and U. Reimann (199.'), Report nf 
Laboratory Trials on the Efficacy of Deltamethrin 4% Dog Collars to.· , · ·, 
Control-of Ticks (Ixodes ricinus and Rhipicephalus sanguineus) in Do~s· · 
(EPA Guideline No.91-3). · 
(MRID No.44S.7S704') 

r 
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Volume 5: A. Liebisch and U. Reimann (1997), Report of 
a Controlled Field Trial on the Efficacy of Deltamethrin 4% Dog Collars 
for Control of Ticks (Ixodes ricinus and Rhipicephalus sanguineus) in 
Dogs (EPA Guideline No.91-3). 
(MRID No.Reject < os >: 

Volume 6: R.L. Stone (1998), Determine the Effect of 
Deltamethrin 4% Collars on Repellency, Mortality and Blood Feeding of 
AdL•It Aedes aegypti Mosquitoes (EPA Guideline No. ) . 
(MRID No.44--a ) 

. - r ?os-

5. Company Official: !:::..Jo~h~n..!....!:::J.:.. . .=L::::.au~b~e~r.L..!.-P.!.!he!..!. D~. "-----+--+-+-~---

6. Company Name: 

7. Company Contact: 

Name 

Hoechst Roussel Vet 
P. 0. Box 4915 
Warren, N.J. 07059 

John J. (Jack) Lauber, Ph.D. 
Phone: 908/231-3426 
FAX: 908/231-4462 

' ' ...... ~ . . . . . ' 
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(~&EPA 

1. CompanytProduct Number 

form. 

Una.d s. .. Environmental Proeecdcn ~ 
Oftice of PesDc:ide Pr:oQrams (H7Sa5C) 

Wuhlng\!Jf( OC 20460 

Application for Pesticide: ~g
- Reglstratlo~ 
: Amendment 

Other 

3. 

68451 0 None Q Restricted 4. Company/Product (Name) 

5. Nameand A.~ _of . . (I~.JIP !)ode) . __ , 

Hoechst Roussel Vet . I· 
Agent for Hoechst Roussel Vet S.A. 

6. Expedited Revltrw. accordance with FIFRA Section 3(c)(3) 
(b)~). my product Is .similar or Identical In composition and labeling 
to: 

30 Independence Blvd. 
P.O. Box 4915 

EPAReg.'No·-·------------

Warren N·.J. 07059. Product Name_ 

· Resubm~sicn in 1'81Ponl8 to Agency letlar d-.d. ____ .... 

Anal printed labttla in response to 

~~letlar--~-------------~----~1 
•t.te Too• Appliclllion. 

Notiticalion - ElCplain below. 
Other- explain below. 

Use adcldo~ page(s) it neC8118fY. (For section I and Section U.) 
Label revi sion : 
1. First Aid Statement - deleting "inducing vomiting" 
2. Directions for Use - addition of claims for deer ticks and mosquitoes 

section 111 

BYes 

No S!!e 
Paper 

No. per !f "Yes: 
conl8iner Package w;t 

No. per 
contanll' 

Other (Specify,__ _____ 
1 

0 Olher l. ________ __..J 

John J . Lauber Ph.D. Manager, Product Reg i st ratio 

Certification • • • • • 
1 oertify !hat !he statlemeniS I hiMJ ~ on !his fonn and all altlllchmeniS lhentiO are true, acaJI'atle and compJIW •••• 
I acknowledge !hat My false or misleading slabtmenl may be puniahable by fine or imprisonment or : : 
bolh under applicable t•. • • 

• • • • 
Product Registration···· 

... 

Received 
• ••••• 
• (Stamped) ..... 
• • ..... 

• 
• •• • • • •••• 
•• • • • • •• • 



-.,, .... ,..d · on nrv.r.• befo,. form. Form OMB No, eXDires 05·31- 98 

United States § Registration OPP Identifier Number 

&EPA -' 
Environmental Protection Agency Amendment 254630 

Washington, DC 20460 Other . 
Annll"sttion for Pb::t\1\!ide C! ..... : ..... 

~~n .. "U·II . 
1. Company/Product Number - 2. EPA Product Manager 3. Proposed Qassification 

4. Compeny/Produot (Name) PMI 
DNone D Restricted 

. 
5. Name and Address of Applicant (Include ZIP Code/ 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) . (b)(i), my product is s imilar or identical in composition and labeling . 

to: . -
EPA Reg. No. 

0 ChtJck i~ this is a ntJW address 
-

Product Name 

I 
~~ .... :..,n II = Amoodment • t'Pioln bolow. 

'· o· Flnl!l printed labels in response to 
Agency letter dated 

Resubmiesion in response to Agency letter dated _ " 0 "Me Too~ Application. 

Notification · Explain below. D Other- Explain below. 

Explanation: Use additional page(s) if neceseary. (For aoction I ~nd Section II.) -

-va D t· --
Section Ill 

_1 . u . •
1
• _ Th!._~,O~IJCt_'fYIII_ Be "· In: 

Child-Resistant Packaging Unit Packaging - Water Soluble Packaging 2. TVJ!e of Container • a:~· - Yea 
BYes §]Mo~ . - . Plastic 

No No Glass 

II= ·-~, 
... must It ·ves• No.1)er If "Yes• No. par Paper 

Unit Packaging wgt. container Package Wot container Other (Specify) . 
~ I 

3. Location of Not Content• Information 4, Size(s) Retail CQntainer 5. ,., .. tin" of label _,. ~v~v .. 9 

D 0 Container 
a OnLebel 

Label On Labeling accompanying product 

6. Mqnner in Which Label is Affixed to Product Lithograph 
- 0 Other f--

f-- Paper Pelued 
Stenoi ed 

Section IV 
1. Contact Point '"'· • i tems dir~tly below for 111. ·•Y'l~·•'"'" of.'· .J:. ' to be if • T, to nMNI!:.9 thi$ ·"· ./ 

Name Title Telephone No. (Include Area Code} _ 

. 
Certification ~ 

8 . Data AppUcation 

I certify that the statement• I have made on this form and all attaohmente thereto are true, accurate end complete. Received 

1 acknowledge that any knowingly false or misleading statement may be punishable by fine or Imprisonment or (Stamped) 
both under applicable law. 

2. Signature 3. Title 

. 
. 

4. Typed Name 5. Date 

. ..;. 

71 
EPA Form 8670.1 (Rev. 8·94) PreVIous editions ere obsolete. White • EPA Fila Copy (OI'IIJinan Yellow ·Applicant COllY 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCT10NS 

PAPERWORK REDUCTION ACT NOTICE~ Public reporting burden for this collection of information is estimated to average 0.85 hour per 
response, including time for reviewing instructionS, searching existing data sources, gathering and maintaining the data needed, and cofT'4)1etlng and 
reviewing the collection of lnfonnation. Send"cornmenta regarding. the burden estimate or any other aspect" of this collection of infonnatlon, including 
suggestions for reducing this burden, to Chief, Information Polley Branch, (2136}, U.S. Environmental Protection Agency, 401 M Street. SW. 
Washington, DC 20460. 

INSTRUCTIONS: ~. form is to be used for all applications for new raglstration, end uae reregistration, amendment, reeubmiesion, to applicatione 
for notificationa, fi':'al ~ntecl labeling, reregistretio11, etc. In order to procesa an application for a 1\eW regiatretldn submitted on tl-!ia form, the 
followillQ material rnust ·accompany the application: 

r. CertifiCatio~ with Respect to· Citation of Data (EPA Fonn 8570..29}. (If not exempted by 40 CFR 152.81 (b) (4}); 
2. Confidential Statement of Formula (EPA Form 8570.4); 
3. Formulator's Exemption-Statement (EPA Fonn 8670·27); 
4. Ave copies of draft labeling; 
5. Three copiae of any data su.bmitted; · 
8 . Al.lthorization letter where applicable; 
7 . Matrices whara ~pllcable. 

Submlaelon of Labeling· Labeling ahould .flrst be subminad In the fonn of draft labels with all appftcationa for new registration. Such draft labele may be 
in the form of typed label text on 8.5 x l .l inch paper for submission or a mockup of the proposed label. If. prepared for mockup, it should be 
constructed ·in a way as to facilitate atotege in an 8.5 x 11 inch fila. Mockup labels significantly smeller than &.5 x 11 inches should be mounted 
x 11 inch paper for tubmittion.,__ _ _ 
Submillllion of Date • Data submi~ad in support of this application must be submitted in accordance With PR Notice 86-5. e 
SPECIFIC INSTRUCTIONS; Please reed the inatNctionslistad below before completing this epplication. First detarmine1he type of registration 
action, listod in Blook A, for which you are submining this application. For applications submlned In connection with Now Registration actions, Sections 
I, Ill, and IV must be completed by tlla applicant. For applications submined in connection with amllndad reregistration actiona, resubmisaions, 
notifications, rareglstratiom;,.atc., Sections I, II, and IV must be completed by the applicant. 
81~ ~ - Check the appropriate action for which .you are submining this fonn. 

!¥~:..:..:=.:..:. · This section must be completed, as applicable, tor all registration actions. 
1. CompanyJProduct Number · Insert your Company Number, if one has bean assigned by EPA. This number may·heve bean assigned to you as e 

basic registrant, a. distributor, or as an establishment • . If your product is reglstar.ad; Insert the Product Number. 
2. EPA Product Manager· If known, fill in the name end. PM. number of the EPA Product Manager. 
3. Propoead Claslfication - Specify the proposed clilssiflcation of this product. 
4. Product Name· Enter the complete product name of this pes-ticide as It will appear on tha·label. The name·rnust be specific to this product only. 

Duplication of namae is not permitted among products of. the same company. · Do not Include any. brand name or company line designations. 
5. Nama and Addrea of Applicant • The nama of the finn or parson end address shown In your application is the peraon or finn to whom the 

registration will' be lsaued. If you are acting in behalf of another party, you must submit authorization from that party to act for .tbem In registration 
matters, An applicant not residing in the United States must h~tve an authorized agent residing in the United States to ectfortJ;am in ell 
ragiatrlrtion mattara. The nama 8Jld complete mailing address. of such all agent muat accompany this application. 

6. Expedl1ed Bevlaw - FIFRA section 3 (c) 3 (B) provides (or-expedited review o1 application~~ tor registtation, or amendMents to axi1ting taai1trati~1ns. 
that are tlimllar o.r idantleal to other pesticide products·that era currently ragiaterad with the EPA. In order for your application to be for 
eXpedited review, you must provide us with the EPA Registration Number 8nd product name of thaJ)roducl you beliaw is similar to or identical 

· your product. The ·product muet be similar or identical In both formulation and .labeled use1. 

SECTION II - This section must be completed for aU applicationa.subm.itted to amend the registration only of a currently re~tared product 
(Amendment)., for a resubmiesion in response to an Agency. letter, for notifications to the Agency,· for the aubmiSiion of fil1lll printed I libeling; for· 
reragietration and for.any other action that perteina to a spe.cific EPA-registered product. Thlt seotion is !!21 !2·!!! us.cl for a new application for 
reglauatlon. 
1" Subject of •ubmisslon • Check the applicable block end provide the Agency letter date if appropriate. Provide a brief oplanatlon of the pu!l)oae(e) 

for the aubmiasion; such •• •the addition of a site, .pest or ctop (specify)•: •·amend the Confidential Statement of Fo,.,;,;a by .. :": •raregiettatlon 
subminion": "general label revision of usa directions.• Attach a separate page if additional apace Ia needed. 

SECTION Ill (Packaging and Container Information)· This Section must be completed for all applications submitted in connection with new 
registration or applicable amendments. 
~. Type of Packaging- Check the. appropriate block If your .product will be peckegad in the indicated packaging typee. 

Indicate the tiza of the individual packeUI and numl;Jar par retail conW!ner. 
2. Type of Retail Contelner • Indicate type of ~ntainer in which product will be marketed. 
3. Location-of Nat Contents · Indicate the location of the net contents information for your product. '' 
4. Slzef•) of Retail Container • Specify the nat contents ot all retell containers for your product. 
5. Location ·of Ule Direction. - Indicate the location of the usa directions for your product. 
6.• Manner In !fVhich label ie affixed to product· Indicated the method product label is attached to retail container. 

' • SECTION IV ~Contact Point) • This Section must be completed for all applications for Registration ectiona,l.e:, new procfucts. ragi.tretion, 
re8Ubmiuion, "me-too, • reregistration, etc. 

1-5. Self·e)q)tenatory. 
8. £PA Oaa Only. 

72 



• 
l. 

~ -..J . on ,.vane belo,. •'- ·form. . Form Annrnv•tt _ OM6 No, 21"'>" ,.,..,.,,.., .6.nnrnv10l exolras ""' .. ..,., 
' . 

§Registration OPP Identifier Number 

&EPA 
United States 

Enyironmental Protection Agency Amendment 254630 
Washington, DC 20460 Other 

.-

.A Ap(ili_c~ti()n for p ...... : .. :n~ ... Sc~thm 

1. Company/Product Number "'r.#- 2. tPA Product Manager -:..' ;;.; 3. Proposed Classifica1ion 

ONone D Reatricted [4. Company/Product· (N'ame) 
. 

: PMI ...,..._.. ~} ~ 
..... 

5. Name and Address ot Applicant (Include ZIP Code} ., . 6·. Expedited -Review. In accordance with FIFRA Section 3Cc)(3) 
. ._.. 

lb)(l), my product is similar or identical in composition and labeling - - - . to: 

EPA Reg. No. -
D Checlc if this is 11 n•w sddress 

r-- Product Name 

~. ·-•:-- II 
~~'""~~· · 

I~ A~odmont - E>q>lo;n b~ow. D Fihel printed labels in response to 
Agency letter dated 

Resubmission in response to Agency letter dated =::-:--... D •Me Too~ Application. 

Notification· Explain below. D Other· Explain below, 
....... 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

.. 

lD -vo - J 
,... -

J ... . -
Section Ill 

t . u ..... ; .. r Thle Pfuduct Will Be" 'In: ; 

CMd·a~~:od<~~ Unit Packaging Water Soluble Packaging 2. Type of Contai~r 
r-

Yes 8 Yea §-· r- Plastic 
No No No Glasa . . 

,., ...... tion must If •vee" No, pot" If "Yes" No. per Paper 
Unit Packaging wgt, container Package wgt container Ottw (Specify) 

... . :u. "' r-- ···-- I 
3 . Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label wnv .. uu., .. 

0 0 Container 
E3 OnLabel 

Labat On Labeling accompanying product 

6. M11nnar in Which label fs Affixed to Product '- i~;~;r~~~d D Other 
-

Section IV 
1 . Contact Point (Comp/Btll itBms dirBCUy below for iden>{ff;.w, .. v• of individual to btl ~v .. w.:t:.w, if nfiCBsssry, to proc~S$ this .u. .J 

Name Title Telephone No. (Include Area Coda) 

j 

Certification 8. Date Application 

I certify that tha statements I have made on this form and aU attachments thereto era true, accurate and complete. Received 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or (Stamped) 
both under applicable law. 

2. Signature 3. Title 

I 
I 

4 . Typed Name . 5. Date 

. 
7'l ·-. . EPA Form 8570·1 (Rev. 8·94) PreVIOUS editions are obsolete . · Whtte • EPA Fie Copy Corlglnatl Yellow· Applicant Copy 



--- ... 

PAPERWORK REDUCTION ACT NOTICE and IN:STRUCTIONS 

PAPERWORK REDUCTION ACT NODCE: Public reporting burden, for this collection of information is estimated to average 0.85 hour per 
response, including time for reviewing instructione, searching existing data aoUrces, gathering ancl maintaining tho data needed, and completing and 
reviewing the collection of information. Sand comments regarding the burden estimate or any other aspect of this collaotion of information, including 
suggestions for reducing this burden, to Chief, Information Polley Brai\Ch, (2136), U.S. Envirorvnantal Protection Agency, 401 M Street, SW, 
Washington, 1)C 20460. 

INSTRUCTIONS: ~is form is to ba used for all applications for new registration, end usa rerogistration, amendment, resubmission, to applications 
tor notifications, final ~nted labeling, reregistration, etc. In order to prooess an application for a new registration submitted on this form, the 
following materiel must accompany tho application: 

1. Ceniflcatio~ with Respeet-to-Citation of Data {EPA Form 8570-29). (If not exempted by 40 CFR 152.81 (b) (4)1; 
2. Confidential Statement of Formula (EPA Form 8570-4); 
3. Formulator's Exemption-S-ultement (EPA Form 8570..27); 
4. Five copies of draft labeUng; 
5 . Three copies of any data submitted; 
6. Authorization letter where applicable; 
7. Matrices where applicable. 

S~bmiaalon of Labafltlg - labeling should first be submitted in the form of draft labels with all applhcatlons for new registration. Such draft labels may be 
In the form of typed label text on 8,5 x 1 1 inch paper for submission or a mockup of the propond label. If prepared for mockup, it should be ..A 
constructed in a way as to facilitate storage in an 8.5 x 11 inch fila. Mockup labels significantly 11nallerthan 8.5 x 11 inohae should be mounted o'W 
x 1 1 inch paper for eubmiasion._ __ _ 
Submission of Data - Data wbmitted in suppon of this application must be submitted in accordan<:e with PR Notice 8&-5. • 

l.lo!:!...!:~~~=~=-~=-=-~~ Please read the instruction• listed below before completing this application. First determine me type of registration 
action, listed in Block A, for which you are submitting this application. For applications submitted in connection with New Registration actiona, Sections 
I, Ill, and IV must be completed by the applicant. For applications submitted in connection with am1ended reregistration actions, resubmiasions, 
notifications, reregistrations, etc., Sectional, II, and IV must be completed by the applicant. 
Block A • Cl\eek the appropriate action for which you are submitting this form. 

P"'"""''-'-"~.!...!- This section must be completed, as applicable, tor all registration actions. 
1, Company/Product Number- lnsen your Company Number, if one has bean assigned by EPA. This number may have been aesigned to you as a 

basic registlant. a distributor, or as an establishment. If your product Ia ragiatered, insert the Product Number. 
2. EPA Product Manager - If known, fill in the name and PM number of the EPA Product Manager. 
3. Propoaed Classification· Specify the proposed classification of this product. 
4. Product Name • Enter the complete product name of this pesticide as It will appear on the labol. The name must be specific to this product only. 

Duplication of names is not permitted among products of the same company. Do not include any brand name or company line deeignations. 
5. Name and Addr••• of Applicant • The name of the firm or person and address shown in your !application is the person or firm to whom the 

registration will be issued. If you ere acting in behalf of another pany, you must aubmit authmization from that pany to act for them in regietration 
matters. An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in all 
registration matters. The name and complete mailing address of such an agent muat accomp;anr this application. 

6. Expedited Review · FIFRA section 3 (c) 3 (8) provides for expedited review of apPIIcetione for registration, or amendments to exl~ng re~~stnrtlione, 
that are similar or Identical to other pesticide products that are currently registered with the EIPA. In order for your apJ)Iicetion to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product nama c•fthe product you believe Ia slmlhtr to or Identical 
your product. The product must be similar or identical in both formulation and labeled uses. 

SECTION II · This section must be completed for all applications submitted to emend the registl'etion only of e ourrondy rogiatered product 
(Am4ndment), for a resubmission in response to an Agency latter, for notifications to the Agency,. for the submission of final pfinted labeling, for 
reregistration and for any other action that penains to e specific EPA· reaistered product. This sac1t1on is mu !2!!.! used for a new applloetion for 
registration. , 
l. Subject of sub million - Check the applicable block and provide the Agency letter data If appro.priate. Provide a brief explanation of the purpose(s) 

tor the submission, such ar "the addition of a site, pest or crop (specify)"; "amend the Confid1antial Statement of Formula by ... •; "reregistration 
submission•; "general label revision of use directions.• Attach a 11eparate page if additional sp11ce is neoded. 

1 .:::.:~::..:...:=.:.~:.=. (Packaging and Container Information) .· This Section must be completed for ell app>lications submitted in connection with new 
registration or applicable amendments. 
1. Type of Packaging - Cheolt tha appropriate block if your product will be packaged in the indicated pecbging types. 

lndlcete the ei2e of the individual peekets and number per retail container. 
2. Type of Retail Container - fndjcate type of containar in which product wiU be marketed. 
3 . Location of Net Contents - Indicate the location of the net contents information for your produ<:t. 
4. Sin I• I of Retail Container • Spaoify the net contents of all retail containers for your product. 
5. Location. of Usa Diroctlone · Indicate tho location of the ·use directions for your product. 
8. Manner in ~hich label is affixed to product · Indicated the method product label is attached to retail container. 

SECTION IV (Contact Point) · This Section must be completed for all application• for Registratic•n actions, i.e ., new products regj•tration, 
resubmission, •me-too, • reregistration, eto. 

1-5. Self-explanatory, 
6. EPA Usa Only. 



1\JW ;(:,..: ,..rlln•~tlon• on rwen~ befot. foml. 

I' r (A) ...... c Unilld Sllllla EnvirotJtnenlal Proe.ctlon ~ • · • • EA~ Oflol ol Pealiclde Pt0gram.s (H7S05C) 
~ Wall!lngean: oc 2<W80 
~3' Application tor Pesticide: 

1. CompanytProduct Number 3. 

6845 
4. CompanyJProduct(Name) D None D Restricled 

Hoechst Roussel Vet 
Agent for Hoechst Roussel Vet S.A. · 

6. Review. fn accordance with FIFRA Section 3(c)(3) 
(b)Q), my product ua similar or identical in composition and labeRng 
to: 

30 Independence Blvd . · 
P.O. Box 4915 

EPAReg. 'No·--------------

N.J. 07059 Product Name_ 

Final prinl8d Iabeii In response ID Amendment • Explain below 

Resubmiasion i'l nt~Pon- _, ~ teaar dad. ____ __ 
Aqerrr;y ·-·~~--------:-------· 
'Me Too· Applicalion. 

Notification- Exp!U\ below. 
Other- explain below. 

: Use adcllionaJ page( a) if necesaary, (For section I and Secdon II.) 
Label revision : 
1. First Aid Statement- del eti ng "induci ng vomiti ng" 
2 . Directions for Use - add i t ion of cl ai ms for deer ti cks and mosquitoes. 

Section Ill 

Packaging 

Glasa 
Paper 

aves 

No 

·-

No. per If "Yet." 
container Package wgt 

No. per 
contai:lef 

· ~~tic 
~-,~~tyL------11 

John J . Liuber Ph. D. Manager . Product Re·gi s t ra ti 

• • • • • 
I ce11ify lhatlhe atatemental haw made on this form end all atraehmenta lfleretiD are IItle, 8CCIIIral8 and c:omppJ\ 
I acknowtedge that any knowingly false or mislaad'rng $tallemenr may be puniahable by fine c1r imprisonment or • ! 
both under applicabfe • •• • 

• • • Product R~:!gi s tra t iw•• 

.. 

•••• • • •••• 
• 

• •• • • • .... 
•• • • • • •• • 

~· 



1. CompanytProduct Number 3. Proposed 

4. Company/Product (Name) 0 None 0 Restricted 

Hoechst Roussel Vat 
Agent for Hoechst Roussel Vet S.A. ' 
30 Independence Blvd. 

6. In accordance with FIFRA Sadlon 3(c}(3) 
(b)~}. my product bi1 similar orld~ntical in composition and labefing 
to: 

EPAReg.'No._. ____________ _ 
P.O. Box 4915 
Warren N.J. 07059 Product Neme __ 

Amendment - Explain below 

Resubmiasion in mPona8 10 ~ lallllr ct..d._ ___ _, 

Final printed labels in response 10 

~la~c~~-----------~-----------
·Me roo· Applil::alion. 

Notil!calion- Explain below. 
Olher-explain below. 

E:...J<[,. ... , ... ,.., : Uce adcldonal page(s) if neoeaa.ry. (For sec:tion I and Sedian II.) 
Label rev1s1on: 
1. First Aid Statement - deleting "ind~c1ng vomiting" 
2. Directions for Use - addition of claims for deer ticks and mosquitoes 

Section Ill 

BYu 

No 

No. per If "Vn." 
c:onlalner Pac:bge wgt 

., 
' 

OOiher(l_. -----------~ 

Telephone No. (Include Area Code) 

John J. L~uber Ph.D. Product Re!~i strati 908-23~426 

CertHic8tlon • • • • • 
1 cel1i{y that the sllltt!Mntl I haw made on this 1om! and all alfac:hrnants lhetetD are crue, ~1ra11t and ClOmglt~. , 
I ackl1owledge hit MY knowingly r.lse or mislaacftng statement may be punishable by fine or inprisonmant OC : 
both under applicable • • 

• • • • 
RE!gi strati on''' 

... 

• • • . .. . 
6. Oalll 

.Raceill8d 
•••••• • (Stamped) 
•••• • • ..... 

• . . .. . . .. 
•••• 
•• • • • • •• • 



f ";j," - ~ 

Pfil.rMt l'fllld ln•tnJctkm• on rev.,.• before compl•ting lonn. 

(A) Unilad Stales Environmental Plotectlon AIJeN:I 
~, EA~ Olllce of Pesllclde Pr:o0rams (H7506C) WuhingiOI'I: oc 20460 

Application for Pesticide: 

I. Company/Product Number 

Registration 
Amendment 
Other 

3 . 

166132~ 

&8451- 1 0 None 0 Restricted 4. COmpany/Product (Name) 

13 

Hoechst Roussel Vet 
Agent for Hoechst Roussel Vet S.A. 
30 Independence Blvd. · 
P.O. Box 4915 

6. In accordance ~ith FIFRA Section 3(c)(3) 
(b)Q), my produd Is similar or Identical In composition and labeUng 
to: 

EPAAeg.·No._, ____________ _ 

Warren, N.J. 07059 Product Name_ 

Amendment • Explain below Final prin18d lube'- in response, to 

Age~leaw-----------~-----~1 
Resubmiaaion In resi>on• ID Agency leatr ~·-------' 'Me Too" Applicalion. 
Nolif~ealion · Explain below. 

Other- explai't below. 

Exfllanlatl(m: Use addtional pag&(a) II nec:e~&a~y. (Fer l8dfon 1 and Seclion II.) 

NOTIFICATION: Additional Brand Name - Sca~ibor Dog Col~f~~~~~QN 

Ill 

Yes 

No 
No. p8( If "Yea," 
container Package wgt 

4. Size(s) of 

.JUN ) 0 1997 

No. Plill' 
contaiiner 

John J. Lauber Ph.D. 
Telephone No. (InclUde Area Code) 

Product Regi strati o 908-231_-3426 

Certification 
I eenify lhallhe .stalamental have made on !his fonn and all attadwnents 1hereto are lrue, ~:urate and complete. 
I acknowledge that any llncMingly false or misleading statement may be punishable by fine or imprisonment or 
bolh under &Pf:!licable 

Manager , Product RE!g1 strati on 
5, Data 

May 23~ 

6. Date Appfi<:alion 
Received 

(S .. mped) 
•••• • • • •• • 

• 

• • • • • •• •• 
• 

••• • • • •• 

• ••••• • • • • • 
•••••• • • •• 



SVMSOL • 

SURNAME~ 

DATE • 

UNITED STATES ENVIRONMENTAL PROTECTION ACE.NCY 

October 17. 1997 

Mr. John Lauber 
Hoechst Roussel Vet 
Agent for Hoechst Roussel Vet S.A. 
30 Independence Blvd. 
Warren, N .J. 07059 

Dear Mr. Lauber: 

Subject: Amendment- Efficacy Claims, Compliance with! PRN 96-6 
Deltamethrin 4% Dog Collar 
EPA Reg. No. 68451-1 
Your June 16. 1997 Submission 

The amendment referred to above, submitted in connedion with registration under the 

Federal Insecticide, Fungicide and Rodenticide Act, as amended,, is acceptable . A stamped copy 

of the labeling is .enclosed for your records. 

Enclosure 

~w-.-.~~~ 
. ................ -...................... 
.................. . ... ....... _. ..... 

Ji>l t ?/Ci1 

Sincerely, 

George T . LaRocca 
Product Manager (13) 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 

COHCUUINC!S 

················· ..................... ·····-···-······· .......... , ...... ··-········-······ ················· 
................... ·········•······ ................ - . ...........•.....• 

.!. OFFlC:IAli:f:ILE COPY EPA Form 132C>-1 A (1190) 
1r. U.S. GOVERNMENT PRINTlHG OFFICE 1~95 • Bl.l~-457 
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DELTAMETHRIN 4o/o COLLAR 

FLEA & TICK COLLAR FOR DOGS 
·· ~ ~ 

. . ("') 
0 

• f"T1 

~ - ........ 
'00 0 

""0 
"'0 ~ .,. 

0 a -o 
Q .... 

ACTIVE INGREDIENT: 
Deltamethrin [ ( s )-alpha-cyano-3-phenoxybenzyl-(1R,3R)-3-

(2,2-dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate] 
INERT INGREDIENTS 

Percentage by Weight 
4.0% 

Total 
96.0% 

100.0% 

CAUTION: Do Not Let Children Play With This Collar 

See Side Panel for additional Precautionary Statements 

EPA Reg. No. 68451-1 

Hoechst Roussel Vet SA 
102 route de Noisy 
93235 Romainville, France 

EPA Est. No. 68451-FRA-1 NET CONTENTS: 1 Collar 
NET WT. 1.1 oz 

CCEPTID 
OCT l 1 1991 

UDder the Federal tu..ctlc:Sde. 
Fwsglc:lde. cmcl Rodeatic:Ude Act. 
aa ameodod. for tb peotldde 
l'fl9!stel'ed UDd ~ f 
tk'J\ Rteg. No. U -____ ... _ page 1 of3 

13 June 1997 
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---------------------- ---------- ---- ------------------------c------------------------

READ ENTIRE LABEL BEFORE EACH USE 

USE ONLY ON DOGS 

DELTAMETHRIN 4% COLLAR 
FLEA & TICK COLLAR FOR DOGS 

Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: 
Do not open protective pouch until ready to use. Do not let children play with this collar. 

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contact with skin, eyes, or 
clothing. Wash thoroughly with soap and water after handling. 

Do not use on puppies under 12 weeks. Consult a veterinarian before using this product on debilitated, aged, pregnant, 
medicated, or nursing animals. Sensitivities may occur after using ANY pesticide product for pets. If signs of 
sensitivity occur, remove collar and bathe your pet with mild soap and rinse with large amounts of water. If signs 
continue, consult a veterianarian immediately. 

FIRST AID 
IF SWALLOWED: Call a physician or poison control center. Drink one or two glasses of water and induce 
vomiting by touching back of throat with finger. Do not induce vomiting or give anything by mouth to an 
unconscious person. 
IF ON SKIN: Wash with plenty of soap and water. Get medical attention. 
IF IN EYES: Flush eyes with plenty of water. Call a physician if irritation persists. 

EMERGENCY PHONE NUMBERS: 

FOR HUMAN, FIRE, ENVIRONMENTAL: 
1-800-228-5635, ext. 132 
FOR ANIMALS: 1-800-345-4735, EXT.104 

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. 
Applying other pesticides on the dog may not be necessary while the collar is being_ worn. 

DIRECTIONS FOR USE: It is a violation of Federal law to use this product in a manner inconsistent with 
its labeling. 

Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formulated using patented insecticide
release technology. Maximum effectiveness may not occur for 2 4 weeks after collar placement. Fleas 
(Ctenocephalides sp.) on the dog will be killed and ones which are present in the dog's environment that may appear 
on your pet will be killed. Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus) and American 
dog tick (Dermacentor variabilis). This collar should be worn continuously. Reapply a new collar every 6 months. 

Place the collar around dog's neck, buckle and adjust for proper fit. Cut off approximately 2 inches from the buckle 
and dispose of excess length by wrapping in newspaper and placing in trash. The collar must be worn loosely so that 
two fingers may be placed between collar and dog's neck. Living and rest areas of pet must also be treated with 
appropriate pest control measures to ensure control of pests. Wetting will not impair the collar's effectiveness or the 
pet's protection. If the dog goes swimming or is out in the rain, it is not necessary to remove the collar . Deltamethrin 
4% Collar may be used in addition to a lead or constraint collar . Use only one Deltamethrin collar at a time. 

page2 of 3 
13 June 1997 
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STORAGE AND DISPOSAL: Store in original, unopened container, away from children. Do not reuse 
container or used collar. Wrap in newspaper and put in trash. 

IMPORTANT NOTICE: DISCLAIMER 

Read "IMPORTANT NOTICE: DISCLAIMER" before buying or using: If terms are not acceptable, 
return at once unopened. HOECHST ROUSSEL VET S.A. warrants only that the product conforms to the 
chemical description on the label and is reasonably fit for the purpose stated on the label when used in 
accordance with the directions under normal conditions of use. This warranty does not extend to the use of 
this product contrary to label instructions or under abnormal conditions, or under conditions not reasonably 
foreseeable to HOECHST ROUSSEL VET S.A., and user assumes the risk of any such use. HOECHST 
ROUSSEL VET S. A MAKES NO OTHER WARRANTY, EXPRESSED OR IMPLIED, INCLUDING 
ANY IMPLIED WARRANTY OF FITNESS FOR A PARTICULAR PURPOSE OR OF 
MERCHANTABILITY. In no case shall HOECHST ROUSSEL VET S.A. be liable for consequential, 
special, indirect or incidental damages resulting from the use or handling of this product. The foregoing 
conditions of sale and warranty can be varied only by an agreement in writing signed by a duly authorized 
representative ofHOECHST ROUSSEL VET S.A. 

The Hoechst Name and logo are registered trademarks ofHoechst AG. 

© 1997 HRV S.A. 

Part No. :XXXXX 

Universal Product Code Number (Bar Code) 

page 3 of3 
13 June 1997 
97 06 13a 



f\ PI••• ,...d ln•trvctlona on ,..,.,... l»tor. 

(A) '' ~ Slal8s EnviroMient8l ProleCtion Agency · ~~.,- EA~ Oflk:e of Pesllc:lda PtoGram• (H7S06C) Wathingtan: OC 20460 

Application for Pesticide: 

form.• ... 

1. CompanytProduct Number 

68451 --
4. Company/Product (NMte} 

13 

Registration 
Amendment 
Other 

Hoechst Roussel Vet 
Agent for Hoechst Roussel Vet S.A. 
30 Independence Blvd. 

6. Exp8dtted Review. In accordance with FIFRA Section 3{c)(3) 
{b){i), my product Is similar or identical in composition and labeling 
to: 

P.O. Box ~915 
EPARog.'No.~rs-~u1 (J;;l, :• 1 

Waf!~n. N.J. 07059 

Amendment- Explain below 

Resubmlasion in A!IIPonte 11o Agency leaat dated. ____ ___, 

Noliftcalion- Explain below. 

~planation: the PilioneJ page(s) if neceMa~Y. (For sec:don 1 and Sec:Uon ft.) . 
The purpose of this submission is . to .revise the Oeltmethrin 4% Collar label as required by 
PR 96-6, as well as to modify the Directions for Use and associated claims . ~Other label 
changes being proposed are the revtsion ·of the company name a·nd i'nsertton of a: Di scl aimer 
statement. 

John J. l~uber Ph.D. 

Section Ill 

Yes 

No 
No. per If ·ves.-
c:cntainer Padcage wgt 

4. Size(t) 

No. per 
c:cntainer 

=-lie Glass 
Paper 

~(~~t-----------1 

1Te'leot110ne No. (Include Area Code) 

Manager. Product Registratio 908~231-3426 

Certlfatlon 
I eer1ify ltlat the t1al8m8nla I have made on this form and all. auaehmenlt lhereiD are true, 8CCUra• and oompleta. 
I acknoWledge lhat any · false or misleading slalltment may be pc.~t~lahable by ftne or, imprisonment or 

Application 
Received 

(Stamped) 
boltl under applicable 

Ma.nager. Product Registration 

5. Oata 

June 16, 199V .. 



t " i 

Pl .... reed ln•tn.tc,_,.. on ,..,.,. • ...,_. 

(A}&EPA 
1. Company1Produet Number 

Unlllld sedM EnvlnM..,.,., Proe.cdon AfJtitt;l 
Olb of Pesdcfdt Ptvi:Jrama (M7SCISC} 

Wahlngta~:t:oc 20480 
Application for Pesticide: 

68451 
4. Company/Product (Name) 

13 

-§~ Reglst. ratio~ 
x Amendment 

Other 

. I ~~r. In 3(c)(3) 

Hoechst Roussel Vet 1 

Agent for Hoechst Roussel Vet S.A. I 
30 Independence Blvd. 

(b)Q}, my product II similar ot Identical In composition and labeOng 
to: 

EPAReg.'No,...__, ___________ _ 
P.O. Box 4915 
Wa'!~n, N.J. ·07059 Pltlduct Name __ 

Amendment-E~ below A,., prtnlld lilbel* In rasponse!D 
.rqlt~ . 

Aesubmilaion In ,.pan. to Agelrey lttaer dilled,_ ___ ___, 
"Me roo• Appiclllon. 

Olw-explaln bebw. 
~olit'ieatilon -E~ below. 

Explanation: Usa llddliofW pege(s) I neceasary. (For I4ICtion 1 and Section II.) ; 
The purpose of this submission fs to revise the Deltmethrin 4% Co)lar label as · required by 
PR 96~6, as well as to modify the Directions for Use and ass;oc1ated claims. ~ Other label 
changes being proposed are the revfsfon of the company name a·nd insertion of a ·D1scla1mer 
statement. 

John J. L~uber Ph.D. 

Wa•rSolubfe a: 
No. per If "Y .... can.._ Pac:bgewgt 

4. Size(l) of 

No. per 
c:onlalner 

=-lie Glasa 
. Paper 

Ofw (Spel:iftL------1 

D Olh«t_ _______ ___.J 

Telephone No. (lncfude Area Code) 

Manager • Product Regi stratt 908-231.-3426 

c.ttlflclltlon 
I cenlf'f lhar lhe slattmen&l I have m8dl on lhit fonn and Ill aaachmen&l ~ are 11\18, acc:ul'l\11 end c:omplell. 
IIICknowtedge !Mt any flllse or mitleadlng statement may be punilhlble by h or knprt.onment or 

6. Dare 
Reol!iwd 

(S .. mped) 
bolh under appllc:a!M 

Ma~ager. Product Registration 

5. Datil 

June 16, 19~ 



~ " 
Jll .... rMd ln•llucllon• OIJ ~· ...,.,.. «<lrfJJetllftl fotm. • • 

(A) ~ft~· .,- EA~ u...dSIIIIIIEnvtro. ..... ProtiCtlonA;efq Ollce of P•lldct. Plogrwfta (H7S05C) 
Wuhlnol!!": oc 2CM80 

Application for PesUclde: ~~ 
Realstratlon 
Amendment 
Other 

1. Compeny1Product Number 
68451 

4. Company/Product (N.,.,.) 

5. Name and AddreN ol (I~P Codtl} . '" --· - ; . ; .. . . .. , 
Hoechst Roussel Vet - · 
Agent for Hoechst Roussel Vet S.A. . 
30 Independence Blvd. 
P.O. Box 4915 
Warren N.J. -07059 

Amendment - Explllln below-

3. 

0 None 0 Restriclad 

13 
e. . acconfance with FlFRA 3(c)(3) 
(b)Q). my product Jll,fmilar or Identical In compoaitron and r•Ung 
to: · 

EPAReg. 'No._, ___________ _ 

Product Name_ 

Resubmlaalon In mPon•ID ~ lelllrd*d~----' 

FIMI prinl8d Iabeiia In ntsponse 1D 
~~le~~~~-------~-------

·Me Tao" Appllcalllon. 

Explanation: Uaelldcltloftal pep{a) if necM&al)'. (For aec:don 1 and Section II.) , . 
The purpose of this submission is to revise the Deltmethrin. 4% CoJlar label ~s required by 
PR 96-6, as well as to modify the Directfons for Use and as~;ocfated clai~s . ~ Other label 
changes being proposed are the revfsfon of: the compzmy name and insertion of a -D1sclaimer 
statement. 

John J. Lauber Ph.D. 

Yea ='lie 
No Glasa 

P.,.,-
Qn•(~~l-------1 No. per If "Y•: 

c:onlllner Package wot 

D Other<-.---------~ 

Telephone No. (I~ Area Code) 

Manager, Product Regi strati 908-231.-3426 

Ceftlflc:atlon 
1 cerUfy lhar 1M sraDtfnlf111 I M¥e m.- on lhq 1ann and .n alladlmenll lhereiD are rue. accunnet and complete. 
I ackl1owledge thai any ,.... or milled IV ltldlment may be punilh&ble by ftne or ~11prlaonment or 
bolh under applcable 

Ma~ager, Product Registration 

5. 0118 

June 16, 19~ 



I'!IMMfl 

__ ....,.. 
·IrmA. F<um .a. ·- ..t OMS.Jit, "'""'"'"""' " ' •-1 -..mriN "10· ~ 1~00 

. =--=-
OPP Identifier Number 

&EPA 
United States § Registration 

Environmental Protection Agency Amendment 
254334 Washington, DC 20460 Other 

Annllcatlon for PQ~ SAction 

1 . Company/Product Number 2. EPA Product Manager 3. Proposed Claealtication 

4. Company/Product (Name) . 
PMI 

DNone D Reatricted 

I• 
5 . Name and Addre11 of Applicaot (/ncludt ZIP Codtl 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

~ is similar or identica1ln composk;on and labeling 
. 

. 

l ~ D Ch11ck If this Is • ntw addfll$$ t 
~ ~~ 

I,•' = ' I• 

D Amendment · Explain below. j D Final P""t~• in reapome to 

·~ 
Agencyl.tter ~t~t 

Resubmisalon in ruponae to Agency letter dated D •Me Too" ~~~~1111\,fiort 

Notification- Explain below. D Other- Explain b.tGIM, 
..:,. 

Explanation: Use additional page(s) if necessary. (For see~- IIJ 

----
[1 

/ ~.~ Ill ·'' __.::_ 

~· I TM Product Will Be a ""' ·-1__11!:_ r ~ 
-- -- -1. ~ 

Child-Resistant Packaging Unit Packaging 
,,.-

§:-''-~ 2. J'w- of Containet 

BYes• 
...-

Yes \~ Metal 
~ I'.. PIMtlc 

No No No Gl ... 

If "Y"" . No.jler "- I-!!~ '! ... ~ No. per Peper _ ... ._ ...... must 1 Other~ . ........ Unit Packaging wgt. C"Onflin81' 

~ 
container 

sDIInllttf,d 
\,. I 

3. location of ~' Conltlnta Information 4 .S".,.<sl fl~ Con\tifflf ----- I ~ ._ ,...,_,' 1Aibtt ,_ 

0 label 0 Container 
.':'" Label 

I "- ~ On Labeling ecoompanying product 

6. Manner in Which label is Affixed to .Product t--
t-- ~f·~r~ 0 Other 

r-.• ~ J'l 
-v-••~' 

1 Contact Point ,,... · itllms_dir•ct)y b•low for of Jt. to~~ If ~ II!•_ .J 

Name Title ---. 
TeiS~~hone No. (lnclude Aree Code) _.7 

~ 

c •rtlttCidliltl e. Dete Alls»Ucatlon 

I certify that the statements I have made on this form and all ettachments thereto are true, eccurate and complete. Received 

lecknowledge that ony knowingly telae or misleading statement may be punishable by fine or imprisonment Of (Stamped) 
both under applicable lew. 

- ·-
2. Signature 3. TlUe 

! 

l<t. Typed Nerne 5. Data -
I 

: ~ ~-~ - -- 01:. 

EPA Form GlO.? (Rev.~ """"a4a •dldrtna ere obsolete. While • EPA Fila Copy (origlnlll) Yellow • Applcant Copy 



~-p ~· BEDUCDON ACJMOTJCE; Publo reporting burden for tHe oole01io t of lnfo,.,.tion Ia "1irnetsd to ~~vetage 0.15 hour per 
respo~-, lnaludlng tinw for,.. .... ~ • .-rohing 11Xi1Jtinu d.w IIOUfMS, ~ _,1.......,.ng the dm needed, Md oomPring Md 
ralliowino the oollec1ion of lnfom.tion. Sand t.c~~~•WI•a fliiiiC'dlnl h bulchn o.am.te or ~ oelj., •pool of this cohction of lnfonnetion, inoluding 
euggnlions for NdueinQ tJM butdon, to Clief,lnformetion Pdioy Brlnch.l2138), U.S. En,.ronms~iwtM Protection Agency, 401 M Sueet. SW, 
Waehington, DC 20480. 

INSTBUCTIQNS: This form Ia to be used for al applications for now rojjstrlltion, and use rart,glatration. -ndment, reeubmlnion, to llpfllicatione 
tor notiflcaliont, fiNf printed libeling, reregistration, etc. In order to proceu an ICIPiicedon for • new regiatJation .ubminad on thia form, the 
following material rn~st OC:OompMY tho application: 

1. CertHio.Uon whh Anpeot to Citation of Data IEPA Form 8570-19). £If not elletf1Ptad by 40 CfR 152.81 (b) C4l); 
2. Co~Miat S._.emont of Formula IEPA Form 857()..4): 
3. Formulator'• Exemption Stat-nt IEPA Fonn 857o-27): 
4. Fiw ooploa of draft !libeling; 
5 . Three cop.. of any d.ta submitted: 
0. Audloriution letter whore epplic.-; 
7. Metric• whore eppfioable. 

8ubmlaelon of labelnt • Labeling ahould first be submitted In tho form of drllft label• with .. ~cations for new regjatrnon. Such cffllft.....,. rnev be 
fn tho form of typed Iebel text on 8 .5 x 11 inch pepet for eubmlttiOn ot a rh4Sekup of the prOfiO•ed l.tlel. If prepared for mockup, It ahol*f be 
constructed in a way .. to facilitate ttorage in an 8.5 x 11 inch lila. Mooiup lebela eigniticantly snnaller than 8.5 x 11 lnchN ahould be mounted on 8.5 
x 11 Inch p.,_r for submiat4on. 
Submiealon of Data • Date aubmitted In support of this epplicalio" must be submitted in accordance with PR Notice 86-~. 

SPECIAC INSTBUCnONS: Please read the inatruclione liatad belo!' before completing thia 8pplication. First detallrine tho type of rogittretion 
ec;tion. fisted in 81ook A, for vwhich you are s_ubmiUing th!s application. Fcir 41P11Iicetione tUbmltted In conn,ectioo with New ~e.Jiietrelion .:~lions, Sootiofl:' 
I, Ill, end IV muet be completed by the applican«. For epplicationa subminect In OOI\OOOdon with emended reregistration ectio,., rHUbnieeione, 
notifications, rerec»-trationa, etc., Sections I, II, and IV must be o~ect by the applicant. 
Blodl A · Check the appropriate action for which you we submitting tNs fotm. 

SECTION I • This section must be completed, as apprteable, for 11&1 regiatration action.. 

1. Comp..,y/Product Number · Insert your Company Number, if one hae bean assigned by EPA.. 'f'his number may have been asa.lgned to you as a 
basic registrant, a distributor, or as an establishment. If your product Is registered, insert the !Product Number. 

2. EPA Product Manager· If known, fill in the nome end PM nwnbor of the EPA Prochtet ~CIIJ~ 
3. Proposed et ... ification · Specify the proposed classification of thla Pfocl\&et. 
4. Product Nama • Enter the complete product name of this P"tic:ida aalt win -'pe• on the labtll. Tl\e nome must be apooifio to tNs ~reduct only. 

Duplloadon of namee le not permitted among products of tho •- company. Do not include ~brand neme or ~Y line doeignetlons. 
5. Nama lllld Addr•• of Appllconl- Tha name of the fltm or paraon end addr...,ahown In yoUr il~lication is the P8'"'l or fi¥n to -.hom tho 

regiatretion will be iaaued. If you are acting in behalf of another party, you mutt IIUbmit eut~rizetion from that perty to eot for them in regilltretion 
mettera. An ..,ploant not residing in the Unired Stetea must have en arthorized agent rellidin" in tho United Sblt" to eot for them In ell 
registration men era. ~ nama and complet~ mailing address of euoh an agent must eccompllft\' this application. 

e. U,.clitod Rlavfew - F1FRA section 3 (c) 3 (B) Pf'OvldH for expedited review of eppliedona for 1r.giatration, or amendments to existing regiftrlltlons, 
that ere aimilat or identical to other peaticida producta thet .,. ourrendy rec;.tered with tho EJIIA. In order for your applies~ to t>. ~ f01 
expedited rolliew, you must provide ua with (he EPA Reglstradon Number and product name 011 the product you believe Ia almil• to Of idamical 
your product. The product lftlst be similar or identical in both fo,.,.letion end lalMied u .... 

SECTION II · n.t. aection must be c.npletsd for 11&1 epplicatlone aubmitcad to emend the regiaU'IItlOft only of • currendy Ngiat«.,. product 
(Amendment), for a reaubmlaelon in response to an Agency letter, for notificetlone to the Agency, for the submiallion of final printed labeling, for 
reregistration end for any other ectkln that perteina to • spteifio EPA·!'!Sj!teted product. Thia eectlion ia !!2l !21!.! used for • new IPfllioetlon for 
registration. 

1. ~ at eubmiMion • Check tho applicable block and pto~• the Agency letter data if apprOl~ete. Pro\lide • brief o:~eplanetlon of the pui'J)ose(s) 
for 0. eubmiasion, such • •the eddition of • tilte, peat or ctOp ~ty>•; •.mend tho Confidential Staletmelnt of Formula by ... •; •reregistration 
~= •QIN\8fa1 label re\liaion of use dir.ctiono.• Au.oh • eeperato page If additionelap108 it needed. 

$ECTION 10 (Peckoglng and Container fnfOfTMtion) - Thle Section must be completed for ell applications submitted In connection With now 
r-aiatratlon or apPfioable amendments. 
1. Type of Pac*aglng ·Chock the-appropriate block If your product Will be packaged in the lndic:allld pecltaging lypel. 

Indicate the eiza of tho individual pocbtt end ,.,.mbet per ,.._.. container. 
2. Typo of Ratal Conulnar - Indicate type of container in vwhlch product wiU be meltt.ted. 
3. Location of Net Contontll • Indicate the location of the net oontent. infonnrion for your produclr.. 
4 . Slzala) of ,._._. Conblner - Specify the net contonta of al retail oontliMre for YfiAII produot. 
6. Location of U.. DlrectloM - Indicate the location of tho uae diraccionl for your product. 
8. Manner In which label Ia •ffi•d to product • Indicated the mathocl product Iebei ia attached to retai c~ner. 

SECTION IV (Contact Point) - This Section must be completed tor all applications for Rogiatratiolrt ections, i.e ., new produota roomtelioo, 
,...a,mjaaion, •me-too, • reret~~acratlon, etc. 

1-s. s'eit....penetory. 
0. EPA U.. Only. 
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&EPA 
United s·tatn 

Environmental Protection Agency 
Washington, DC 20460 

1 • Company/Product Number 

4. C~any/Produot (Nemel 

5. Name and Addreas of Appllc:ant (Include ZIP Code} 

Notification · Explain below. 

Explanation: Use additional page(s) if necessary. 

Yea 

No 

If •vaa• 
Unit Packaging wgt. 

3. Location of Net Contents Information 

D label 0 Container 

6. Manner in Which Label is Affixed to Product 

Certification 

Other· Explain 

No. per 
container 

On LAb.t 

• • • 

OPP ldantlfiet Number 

25~·334 

3. Proposed Clasllification 

0 Nona D Restricted 

• 
-

On labeling accompanying product 

I certify that the statements I have made on this forrn and all attacNilents thereto are true, ~~ecureta and complete. 
I acknowledge that any knowingly false or misleading statement may be punlshebla by fine or impritonment or 
both under applicable lew. 

e. Data Application 
Received 

{Stamped) 

2. SJgnature 3. Title 

4. Typed Name 5 . Date 

Form 8570·1 (Rev. 8·94• Previous editions are obsolete. What. • EPA ... Copy (orlgiMI, Yellow· Appllc:lnt Copy 



PAPERWORK REDUCTION ACT NOTICE and IN~;TRUCTIONS 

' tt~Rk-. • PA~ flEDUCDON ACT NOTICE; Public reporting burden for this colleetlort of Information 11 estim.eted to ..,.r.ge 0.85 hour per 
response, includintJ time for reviewing instructiont, aNtching existing d.ta sources,1Jathering andl ll'\lintalning die data needed. and c~le1ino and 
reviewing the collection of Information. Send commentl regecding the burden estimate or any oth• aspect of this collection of information, including 
suggestions for reducing this burden, to Chief, lnfotmetion Policy Blanch, (2136), U.S. E1Mrorvne1ntel Protection Agency, 401 M Street, SW, 
WashingtOn, DC 204&0. 

INSTRUCTIONS: This form is to be uead for elt epplic11ions for new registration, efld use rere,gistretion, Mnendmant, raaub~n. to applications 
for notifications, final printed labeling, reregistration, etc. In order to process an application for • new ragi1tration .ubmltted on tflie f orm, the 
following material must accot11pany the application: 

1 . Certificlltlon with Re891ct to Citation of Data (EPA Form 8570..291. nt not exempted by 40 CFR 152.81 (b) (4)1; 
2. Confidential Statement of Fonnula (EPA Form 8570.4); 
3. FormulatO{'s &emption Stataf'lant (EPA Form 8670..27); 
4. Ave copies of draft labeling; 
5. Three copl• of any date submitted; 
8. Authorb:ation letter where applicable; 
7. Matrices where tPPUceble. 

Submluion of Labeino - Libeling should firtt be submitted In the form of draft labels with all appncations for new registration. Suoh draft labels may be 
In the form of typed label texr on 8 .5 x 11 Inch paper for submission or a mockup of the proposed label. If prepared for mock~. it 1hould be 
constructed in a way as to facilitate storage In a n 8.5 x 1 1 inch file. Mockup labels significantly smaller thon 8.5 x 11 inches should be mounted on 8.5 
x 11 inch paper for submiaaion. 
Subrni .. lon of Data • Data 8\lbmitted In suppon of this application must be submitted in accordanoa with PR Notice 86-5. 

SPEC1AC INSTRUCTIONS: Please read the inetr\lctionslisted below before completing this application. Arst determioe the (Vps of registration 
action, listed in ~ock A, for which you era submitting el\is application. For epplications submitted In ,conn.aotion with Now Registration actions, Sections 
I, Ill, and IV FllliSt be completed by the applicant. for applications submitted in connection with amended reregistration actions, reeubmissions, 
notifications, reragistretions, etc .. Sections I, II, and IV must be completed by U.e applicent. 
Block A - Check the appropriate action for w'hlch you are submittinQ this fotm. 

SECTION I · This section must be coiT\Pieted, as applicable, for ell regiltr.stion actions. 

1. Company/Product Number- lnsen your Company Number, if one has bean assigned by fPA. Thie number may have been assigned to you as a 
basic registrant, a d istributor, or as an establishment. If your product is registered, insen the !Product N.umber. 

2. EPA Product Manager • If known, fill In tM name and PM number of the EPA Procfaet Manager . 
3. Propoad Cla .. lficatlon - Specify the proposed classification of thls product. 
4. Product Name - Enter the complete produot name of this pesticide as it wm appear on the label. Tho name must be speclflc to ttia product only. 

Duplication of names ie not permitted 11mong producta of ~same comp;ny. Do not include 11ny brand nama 0{ corrc>enyijne d~tions. 
6 . Name and Address of Applicant - The name of the firm or person and address shown in your Eipplicallon .. the perwon or rwm ro Whom the 

registration will be issued. If you ore ectlng in beholf of another party, you must submit authorization from that perty to act fOf them in rsgiettotion 
matters. An applicant not residing In the United States must have an authorized agent residinu in the United States to act for them in all 
registration matters. Th• name and complete mailing address of such an agent must acoornpeiOJ tNs appRcalion. 

6. &peditad Review · FIFRA section 3 (c) 3 (8) provides for expedited-review of applications for lregllltretlon, or amendmentll to existing re~11a.trstn~m•. 

that are similar or Identical to other pesticide product• that ere currently registered with the EF'A. In order for yout app,cadon to be eligible for 
expedited review: you must proVide u• with the EPA Registration Number and product name o'f the product you believe is slrnlar to or t:lentic~ 
your product. The product must be limilar or identicol it~ both f~lation and labeled uees. 

SECTION II - TOOl MOlicm mulft M oemplotod for all epplioalions eubmittod to omend the re~Jiettlttion only of a oummtly ro~tw.d product 
(Amendment), tor a reaubfllinion In , .. ponse to en Agency letter, for notification• to the Agency, for the submiaaion of final printed IIIIH!ing, for 
reregistration and for any othar action that penaiiUI to e specific EPA-registered product. Thia section is .!12112 .1!.! ueed for a new application for 
registration. 
1 _ Subject of eubmieelon • Check 1M epplloabla block and ; rovide the Agency letter drne if apprOJ)riate. Provide • brief explanation ot the purpoae(s) 

for the submission, •uoh as •the addition of a site, pest or crop Cspecify)"; "emend the Confids,ntiel Statement of Formula by ... "; "reregistration 
submission"$ •general Iebei revision of use diraccione. • Attach a separate pege if eddltionel sp,ece i1 needed. 

SECTION Ill (Packaging and Container Information) - This Section must ba c-ompleted for ell applications submined in connection with new 
registration or epplicable amendments. 
t . Type of Pac:taging • Check the apprOpriate bloc* if your product will be packaged in the indicat•NI packaging types. 

Indicate the eize of the individual packets and runbar per retail container. 
2. Type of Retlil Conbinef - Indicate type of container in which product will be ffilll1c;eted, 
3. Location of Net Contenu • lfldioate the loc.allon of dMt net contents infonnetion tot your prodUC't. 
4. Si:le(e) of f' .... Contaliwf - Specify the net contents or all rahlil containers for your product, 
5. Location of Uee Directions • Indicate ehe location of the use directions for your product. 
6. Manner In which Iabeiia 8ffllled to prodtiD1 • lr'ldicated the method product label is attached to retail cootelner. 

SECTION IV (Contact Polnt) • Thia Section rnuet be completed for ell application• for Rogirnratiotll actions, l.s ., new product• registration, 
reaubrnission, •rn.-too, • rersgistration, eto. 

1·5. Sslf-e)!JIIanatorv. 
6. EPA Use Only. 
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Hoechst Roussel Vet 

30 Independence Blvd. P.O. Box 4915 Warren, N.J. 07059 

Telephone (908) 231-3426 Fax (908) 231-4462 E-maillauber@bed1po1.hcc.com 

June 16, 1997 

Data Processing Desk (AMEND) 
Office of Pesticide Programs (7504C) 
Att.: Mr. George T. LaRocca (PM-13) 
U.S. Environmental Protection Agency 
40 1 M Street, SW 
Washington, DC 20460-0001 

Subject: Deltamethrin 4% Collar 
EPA Reg. No. 68451-1 

Dear Mr. LaRocca: 

~ 

II _. 
\0 

""0 
~ 

~ 

Deltamethrin 4% Collar was registered by the Agency in 1996 for use on 
dogs for control of fleas and ticks. The purpose of this submission is to 
revise the Deltamethrin 4 % Collar label as required by PR Notice 96-6, as 
well as to modify the Directions for Use and associated claims. Other label 
changes being proposed are the revision of the company name and insertion 
of a Disclaimer statement. 

By way of background, Roussel Uclaf Corporation (now AgrEvo 
Environmental Health (EPA Company No. 432) submitted an application to 
the U.S. EPA to register Deltamethrin 4% Collar, a product containing 4% 
deltamethrin. The pending registration was transferred to Roussel Uclaf, 
S.A., Division Sante Animale (EPA Company No. 68451) on March 23, 1995 
On June 5, 1996, the U.S. EPA registered Deltamethrin 4% Collar, to 
Roussel Uclaf, S.A., Division Sante Animale. Subsequently, the company 
name of Roussel Uclaf, S.A., Division Sante Animale was changed to 
Hoechst Roussel Vet S.A. 

At the time the Deltamethrin 4% Collar was registered, Hoechst-Roussel 
Agri-Vet Company (EPA Company No. 54382) was the agent of Roussel 

"' "" ("") 
0 
!'Tl 

~ 
........ 
0 
""0 

~ 
0 
""Cl 
CJ .... 
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Uclaf, S.A. The name of Hoechst-Roussel Agri-Vet Company was changed 
to Hoechst Roussel Vet. In regard to this amended registration of 
Deltamethrin 4% Collar, Hoechst Roussel Vet is acting as the agent of 
Hoechst Roussel Vet S.A. 

Attached you will find 5 copies of the revised label, in which the words to be 
deleted from the currently registered label are shown with a line drawn 
through them, while the words added to the label are shown as underlined 
text. In addition to this label showing the revisions, 5 copies of the label 
without crossed-out and underlined text are being submitted at this time. 

Thank you in advance for processing this amended registration application 
and revised label If you have any questions, please do not hesitate to · 
contact me at the above telephone number. 

• Sincerely yours, 

e. 

~~ 
John J. Lauber Ph.D. 
Manager, Product Registration 

Attachments 
1 . Amended Registration Application 
2. Revised label showing deleted and new text 
3. Revised label 

cc 
A. Ahlman w/ attachments 
A. Benitz w/ attachments 
R. Dodemaide w/ attachments 
R. Muser w/ attachments 

97 06 16c 
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DELTAMETHRIN 4o/o COLLAR 

FLEA & TICK COLLAR.FOR DOGS 

...L. CUAit.'\NTEED WATERPROOF 

./ KILLS FLEAS FOR 11 ~40NTHS 
...L.KILLS TICKS FOR 7 MONTHS 
...L.ODORLESS 
...L.FITS DOCS WITH NECKS UP TO 21" 
...L. GUARANTEED OR YOUR MONEY BACK 
./ ~'ETTINC WILL NOT IMPAIR THE .COLLAR'S 

EFFECTIVENESS 
~~4AY BE WORN WITH REGULAR COLLAR 
~Pi· ... TENTED INSECTICIDE RELEASE TECHNOLOGY 

ACTIVE INGREDIENT: 
Deltamethrin [(s)-alpha-cyano-3-phenoxybenzyl-(1R,3R)-3-

(2,2-dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate] 
INERT INGREDIENTS 

Percentage by Weight 
4.0% 

Total 
96.0% -~ 

100.0% 
§; 

CAUTION: Do Not Let Children Play With This Collar~ 

See Side Panel for additional Precautionary Statements 

EPA Reg. No. 68451-1 

Hoechst Roussel Yet SA 
Roussel Uelaf, S.A. 
Divisioa Sante t\nimale 
102 route de Noisy 
93235 Romainville, France 

EPA Est. No. 68451-FRA-1 NET CONTENTS: 1 Collar 
NET WT. 1.1 oz 

page I of3 

12 June 1997 
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• 

READ ENTIRE LABEL BEFORE EACH USE 

USE ONLY ON DOGS 

DELTAMETHRIN 4% COLLAR 
FLEA & TICK COLLAR FOR DOGS 

CUAIU.NTEED I I Meath Flea Killer 
CUAR.~TEED 7 Meath TieiE Killer 

Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks. 11 meath flea killiag )3&wer 
(aael 7 meath J3reteetiea agaiast tieiEs). It's g~:~araateeel! 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: 
Do not open protective pouch until ready to use. Do not let children play with this collar. 

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contact with skin, eyes, or 
clothing. Wash thoroughly with soap and water after handling. 

De aet use this preduet ea eats. Do not use on puppies less_than 3 meaths ef.age under 12 weeks. This J3rea1:1et 
is aet reeemmeaeleel fer 1:1se aa eleeilitateel, agee, J3regaaat, meelieateel, er BI:IFsiBg aaimals. CeaSI:IIt a yeteriaariaB 
befere 1:1siag. Consult a veterinarian before using this product on debilitated. aged. pregnant. medicated. or nursing 
animals. Sensitivities may occur after using ANY pesticide product for pets. If signs of sensitivity occur. remove 
collar and bathe your pet with mild soap and rinse wjth large amounts of water. If signs continue. consult a 
veterianarian immediately. 

FIRST AID STl*-... TEl\4ENT OF PRt\CTICI\L TREAT1\4ENT 
IF SWALLOWED: Call a physician or poison control center. Drink one or two glasses of water and induce 
vomiting by touching back of throat with finger. Do not induce vomiting or give anything by mouth to an 
unconscious person. 
IF ON SKIN: Wash with plenty of soap and water. Get medical attention. 
IF IN EYES: Flush eyes with plenty of water. Call a physician if irritation persists . 

EMERGENCY PHONE NUMBERS: 

FOR HUMAN. FIRE. ENVIRONMENTAL: 
1-800-228-5635. ext. 132 
FOR ANIMALS: 1-800-345-4735. EXT. 104 

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. 
Applying other pesticides on the dog may not be aFe=ft8't necessary aael therefere sha1:11el sat be 1:1seel aa elegs while 
the collar is ruting_ worn. · 

DIRECTIONS FOR USE: It is a violation of Federal law to use this product in a manner inconsistent with 
its labeling. 

Deltamethrin 4% Collar, containing deltamethrin insecticide, that eae afthe leagest lastiag flea aael tiek killers 
a'Jailaele fer 1:1se ea elegs. The Deltamethrifl 4% Cellar has been specially formulated using patented insecticide
release technology. Beea~:~se efthe leag el~:~ratiea efaetivity efthe DeltamethriB 4% Cellar, Maximum effectiveness 
may not occur for 2 ~weeks after collar placement. Fleas (Ctenocephalides sp.) on the dog will be killed and ones 
which are present in the dog's environment that may appear on your pet will be killed. Collar will kill ticks including 
Brown dog tick (Rhipicephalus sanguineus) and American dog tick (Dermacentor variabilis). Tieks apf3ear a& elegs iR 
3 stages. Ia the 1st l:we stages, tieks are smaller thaB a matehheael ana are eliffie1:1lt te see. The eellar will alse eeatrel 
these iR1HllHare stages. This eellar previeles effi!etiYe tieiE eeatrel fer 1:1f3 te 7 meaths. If tieks are a preblem, This 
collar should be worn continuously. Re~Wply a new collar every 6 months. 

page 2 of 3 
12 June 1997 
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-----------------------------------------

Place the collar around dog's neck, buckle and adjust for proper fit. Cut off awioximately 2 incbes from the buckle 
elese te the heekle and dispose of excess length by wrapping in newspaper and placing in trash. The collar must be 
worn loosely so that two fingers may be placed between collar and dog's neck. Living and rest areas of pet must also 
be treated with appropriate pest control measures to ensure control of pests. Degs sheeld he Mamiaed frem time te 
time aRe the eellar replaeee wheR m!IBire ilea er tiek pep~:~latieas hegiR te reappear. Wetting will not impair the 
collar's effectiveness or the pet's protection. If the dog goes swimming or is out in the rain, it is not necessary to 
remove the collar. Replaee whea effeetiveaess dimiaishes. DelmmethriR 4% Deltamethrin 4% Collar may be used in 
addition to reg~dar eellar a lead or constraint collar . Use only one Deltamethrin 4% !lea collar at a time. 

STORAGE AND DISPOSAL: Store in original, unopened container, away from children. Do not reuse 
container or used collar. Wrap in newspaper and put in trash. 

NOTICE: Beyer ass1:1mes all resJleRsihility fer safety aad 1:1se aet iR aeeereaaee with eireetieas. 

IMPORTANT NOTICE; DISCLAIMER 

Read "IMPORTANT NOTICE: DISCLAIMER" before buyina or using. If terms are not acc$ble, 
return at once uno.pened. HOECHST ROUSSEL VET S.A. warrants only that the product confouns to the 
chemical description on the label and is reasonably fit for the pux:pose stated on the label when used in 
accordance with the directions under nonnal conditions of use. This warranty does not extend to the use of 
this product contraty to label instructions or under abnormal conditions. or under conditions not reasonably 
foreseeable to HOECHST ROUSSEL VET S.A .. and user assumes the risk of any such use. HOECHSI 
ROUSSEL VET S. A.MAK£S NO OIHER WARRANTY. EXPRESSED OR IMPLIED, INCLUDING 
ANY IMPLIED WARRANTY OF FIINESS FOR A PARTICULAR PURPOSE OR OF 
MERCHANTABILITY. In no case shall HOECHST ROUSSEL VETS.A. be liable for conseQJlential, 
§Pecial. indirect or incidental damages resulting from the use or handling of this product. The foregoing 
conditions of sale and warranty can be yaried only b.y an a!m'ement in writing signed by a duly authOrized 
representative of HOECHSI ROUSSEL VET S.A. 

The Hoechst Name and logo are registered trademarks ofHoecbst AG . 

© 1997 HRV S.A. 

Part No. XX:XXX 

Universal Product Code Number (Bar Code) 

page 3 of3 
12 June 1997 
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Dr. John J. Lauber 
Hoechst Roussel -Vet 

.- Route _ 202-~06 Bedm. 
P.O. Box 2500 
Somerville, NJ 088]6-1258 

Dear Dr. Lauber 

Subject: Condition of Registration- efficacy data 
Deltamethrin 3\ Collar 
EPA Registration Number. 68451-1 
Deltamethrin 4\ Collar 
EPA Registration Number 68451-2 
Your submission dated Au~st 19, 1996 

-
The application referred to above,. submitted in connection 

with registration under the }i'ederal Insecticide, Fungicide, and 
· Rodenticide Act, · as amended, is not accept:able for the follow:tng 
reasons given below: · · 

1. The data summaries· (MRID 44190101) submitted to the Agency 
are adequate to demonstrate the ability of' the active · ingredient 
.deltamethrin to kill fleas and ticks on dogs in a · preliminary 
manner when formulated as a collar. H0\11ever, these data are 
incomplete for the purpose of supporting specif i'c claims ' of 

· duration of satisfactory ·control of fleas and ticks because of the 
lack of raw data for te·sting conducted in A.Jt>kansas, Calffornia and 
Oklahoma, along wit~ the lack of sufficient detail as to the manner 
in ' which the testing was conducted, as re~1ired by 95-JO(b)1., 3. 
and 4., 6.; · 7'., a., 9. and 10., especiaily ,4., 6~1, 6.4, 6.5,. 6.7, 
7 • 2 I 7 • 3 I 8 • 1 1 8 ,.. 2 1 9 • 1 I 9 • 2 I 9 • 3 I 9 • 4 I 9 • ·~ I _ 9 • 7 I 1 0 o 1 I 10 ! 2 and 
10.4 as elaborated in paragraphs on p. 284 .. 

A copy of the reviews are enclosed. 

·Enclosures 

· Sincerely, 

George ~e. LaRocca 
Product Manager (13) 
Insectic:ide-Rodenticide Branch 
Registrcltion Divisi~n (7505C) 

94 



95

e 
e 

e 
e 

EFFICACY REVIEW 

DATE: IN 1-13-97 OUT 3- 6-97 

FILE OR REG. NO. 68451-1 

PETITION OR EXP. PERMIT NO. 

DATE DIV. RECEIVED December 26 1996 

DATE OF SUBMISSION December 19 1996 

DATE SUBMISSION ACCEPTED 

TYPE PRODUCT(S): (I,)D, H, F, N, R, S 

DATAACCESSIONNO(S). 441901-01;D232552;S516908;Case#034680;AC:571 

PRODUCT MGR. NO. 13-LaRocca/DeLuise 

PRODUCT NAME(S) Deltamethrin 4% Collar 

COMPANY NAME Hoechst Roussel Agri-Vet Company 

SUBMISSION PURPOSE Provide performance data summaries in support of 

claims for control of fleas and ticks on dogs to 

establish new use for active chemical ingredient. 

CHEMICAL & FORMULATION (s)-a-cyano-3-phenoxybenzyl-(1R,3R)-3-(2,2-
dibromovinyl)-2,2-dimethylcyclopropanecarboxylate 4.00% 

(impregnated material of unspecified bulk) 

CONCLUSIONS & RECOMMENDATIONS The data summaries presented in EPA 
Accession (MRID) Number 441901-01, having been obtained from stan
dard kennel tests presumably conducted according to a protocol that 
meets the requirements of § 95-30 (b) (11) 1. through 10. on pp. 280-4 
and the standard of § 95-9(b) (2) (i) on p. 264 of the Product Per
formance Guidelines, are adequate to demonstrate the ability of the 
active ingredient deltamethrin to kill fleas and ticks on dogs in 
a preliminary manner when formulated as a collar. However, these 
data are incomplete for the purposes of supporting specific claims 
of duration of satisfactory control of fleas and ticks because of 
the lack of raw data for testing conducted in Arkansas, California 
and Oklahoma, along with lack of sufficient detail as to the manner 
in which testing was conducted, as required by§ 95-30(b)1., 3. and 
4., 6., 7., 8., 9. and 10., especially 4., 6.1, 6.4, 6.5, 6.7, 7.2, 
7.3, 8.1, 8.2, 9.1, 9.2, 9.3, 9.4, 9.5, 9.7, 10.1, 10.2 and 10.4 as 
elaborated in paragraphs on p. 284. While Reference 1 comes closer 
to meeting these requirements, References 2 and 3 are only summary 
and abstract, respectively. References 4 through 6 are for kennel 
tests conducted in Europe, and while Reference 4 (to be continued) 
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actually gives more details as to these requirements than do the 
latter two reports from the U. S., it fails to identify all the 
formulations in the test as to active ingredient as required by § 
95-30(b)2.5; References 5 and 6 are nothing more than conclusions 
and lack sufficient detail in many of the categories previously 
mentioned above. Furthermore, since the submission was not accom
panied by either labeling or CSF, it is not possible to relate the 
conclusions and results of any of these references to the support 
of specific claims of duration of satisfactory control or range of 
flea and tick species against which the collar is found effective. 
Mention is made at the end of Reference 1 of original data found in 
the Appendix, pp. A41-A124, and of quality assurance unit inspec
tions and the final report following the Appendix as pp. QUA1-QUA9. 
The submission of this information along with specific information 
meeting above requirements with respect to References 2 through 6 
is necessary for proper review of the effectiveness of the collar, 
along with labeling as to the claims which these data are believed 
to satisfactorily support. 

OBJ Vern L. McFarland, IRB 



97

"' . ... 

e 
frq0\0\ 

e 
Hoechst Roussel Vet 

Route 202-206 Bedm.1 PO Box 2500 Somerville, NJ 08876-1258 

Telephone (908) 231-3426 Fax (908) 231-4462 E-mail Lauber1@bed1po1.hcc.com 

441901-0t) 

August 1 9, 1 996 

Mr. George T. LaRocca 
Office of Pesticide Programs 
Document Processing Desk (APPL) 
Room 266A, Crystal Mall 2 
1 921 Jefferson Davis Highway 
Arlington, VA 22202 

Dear Mr. LaRocca: 

Subject: Deltamethrin 3 and 4% Collars 
EPA Registration Nos. 68451-1 and 2 
Notice of Registration Dated June 5, 1996 

As a condition of the registrations of the Deltamethrin 3 and 4% Collars, we 
committed to submit to the Agency within three months of the date of the 
Registration Notice, a summary of efficacy data demonstrating control of fleas 
and ticks. Attached you will find three copies of the report: uDeltamethrin Dog. 
_Collars - Efficacy Studies". In this report, the results of several efficacy studies 
with the 3 and 4% collars are presented. 

John J. Lauber, Ph.D. 
Manager, Product Registration 
Agent for Roussel Uclaf, S.A., Division Sante Animale 

Attachment: 3 copies of the report "Deltamethrin Dog Collars - ~Fkacy 
Studies". 

. . . 
' : 

. ' 
' 
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Hoechst Roussel Vet 

Route 202-206 Bedm.1 PO Box 2500 Somerville, NJ 08876-1258 

Telephone (908} 231-3426 Fax (908) 231-4462 E-mail lauber1@bed1po1.hcc.com 

December 19, 1996 

Document Processing Desk (APPL) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
40 1 M Street, SW 
Washington, DC 20460-0001 

Dear Sir/Madam: 

Subject: Deltamethrin 3 and 4% Collars 
EPA Registration Nos. 68451-1 and 2 
Hoechst Roussel Vet submission dated August 19, 1996 
EPA Report of Analysis for Compliance with 86-5 dated 
September 4, 1996 

On December 1 7, I received the "Report of Analysis for Compliance with PR 
Notice 86-5"(copy enclosed). The notice was dated September 4, 1996. I 
don't know why the notice was delayed in reaching me. 

The notice indicated that our statement of no data confidentiality claims is 
contradicted by the markings on the first page of Reference 4. I have 
corrected this and am enclosing 3 copies of this corrected page. Please 
remove the old page from the copies previously submitted and substitute the 
new page. 

Thank you in advance for your help. 

~:~ 
Qv~v.1 

Lauber Ph.D. 

Manager, Product Registration 

Enclosures 
961218b 

E t 1 t ( f . ( 
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AGENCY 
Office Pesticide Programs 

BPA Reg. 
Number: Oat.e of 'le~ce : 

Re&iatration Divisi on (H7505C) 
401 "M' St. . , s .w. 

Washington, D. C. 20~60 

NOTICE OF PESTICIDE: 
_x ___ Registr ation 6845l- l ' I JUH 19SS 
____ Reregi stration 

(under PIFAA, as amended) 

Na.rue and Address of llegist.rant. (include ZIP OX!e) t 

Hoechst-Roussel Agri-Vet Company 
Route 202- 206 Bedm. l 
PO Box 2500 
Somerville, NJ 08876-l258 

Te_~ of Issuance: 

Unconditional 

Name of Eesticide Pr oduct: 

Deltamethrin 4% 
Coll ar 

=--=~~~~~~~~~~~~~~~~~=~~~~= 

On Lhe bas is of information fu.r:nillhed by t he r egistrant. , the a bove named ])estf c i de is h ereby 
register ed/ r eregi stered under the Federal Insecticide, Fungi ci de and Rode11ticide Act. 

Registration i s in no way to !:>e construed as ao endorsement ar recornmendat:ion o f this p r oduct by the Agency. 
I n or der t o p rot ect health &~d t he envi r onment, the Adminiatrat.or , on bis mot ion, may at any t i me suspend or 
cancel t he regist;rat i on of a peS"ticide 1n IIOCordancc ll'ith t 1Je Act. The tu:ceptance of any lll1llle 1n connection 
.,i th the registration of a product under t hia Act i s not to be construed <lS giving t:he r egisu-ant a d ght t o 
exclusive use of the name or to i ts use if it has been covered by o t her s . 

This product is unconditionally r egistered in accordance wi t h 
FIFRA sec. 3 (c) (5). Once a pesticide is registered, however, it 
is not regarded as permanently acceptable. Registration does not 
eli minate the need for continual reas s es s ment of pesticides. If 
the Agency determines that, at any t i me , additional data are 
required to maintain in effect an ex isting r~egistration, the 
Agency will require submission of s uch data under FIFRA section 
(3) ( c ) (2) (B) . 

l. Make the following label change : R'evise the EPA 
Regi stra tion Number to read, "EPA Reg . No. 68451 - 1 " . 

2. We note that in your May 14, 19:96 letter you agreed 
to submit e f ficacy data supporting labe l c l aims within 3 months of 
the date of t his notice. 

3. Submit two copies of the r evised final printed label 
for the record. If these conditions are not complied with, the 
r egistra tion will be subject to cancellation in accordance with 
FIFRA sec. 6 (e ) . Your release for shipment i::>f the product 
constitutes acceptance of these conditions . A stamped copy of the 
label is enclosed for your records . 

George T. LaRocc a 
Product Manager (13 ) 
Insect i cide- Rodentici de Branch 
Registra tion Di vision (H7SOSC) 

··········· .. .. .......... . . ....... 

EM Fcrm 1320-1A (1190) OFFICIAL py 



U.S. ENVIRONMENTAL PRO'l'"BCTION AGENCi' 
Offi ce of Pesticide Programs 

Registration Division (H7505C) 
401 ' M" St., S.~. 

Washington, D. C. 20460 

NOTICE OF PESTICIDE: 

Hoechst- Rouss 
Route 202-206 
PO Box 2500 
Somerville, NJ 

__ x __ Registration 
____ Reregistration 

Company 

On the basis of information .Lur<u.saea 
registered/reregis tered under the r., .... ., ... ,.._ J.IlSec:t:.l.(:l.ae 

EPA Reg. 
NUl!1ber : 

68451 - 1 
Te:rm of Issuance : 

Date of Issuance: 

Unconditional 

4% 

Registrat ion is in no way to be contn:z:ueu en.Clor~!ecn<~nt/Jr xecommendat:.iop of this product by the Agency. 
In order to protect health. and the emrir(>ntnttm: Aano>.n~.,:r:.l:-a:r:.cJr , on his motion, may at any time suspend or 
cancel t he registration of a pesticide ac>~lorctanc:e ACt. The a<:ceptanoe of any name in connection 
with th.e registration of a p J;oduct uncter b e construed <IS giving the registrant a right to 
exclusive use of the name or to ita use i f it by othexs . 

This product is 
FIFRA sec . 3(c) (5) . 
is not regarded as 
eliminate the need for 
the Agency determines 
required to maintain 
Agency will require s 
{3) (c) (2) (B) . 

lly regi stered in accordance with 
cide is registered, however, it 

table. Registration does not 
ssessment of pesticides. If 

me, additional data are 
an ting r'egistration, the 
of data under FIFRA s e ction 

1. Make 
Registration 

lowing label 
to r ead, "EPA 

EPA 

it two copies of the final p rinted label 
If these conditions are not lied with, the 

ill be subject to cancellation in cordance with 
e) . Your release for shipment (:>£ product 

acceptance of these conditions . A st~~~on copy of the 
osed for your records. 

. LaRocca 
Manager ( 13) 

icide-Rodenticide Branch 
stration Division (H7505C) 

Date: 

I~ 100 
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DELTAMETHRIN 4% COLLAR 

FLEA & TICK COLLAR FOR DOGS 

-/ GUARANTEEDWATERPROOF 
-/ KILLS FLEAS FOR 11 MONTHS 
-/ KILLS TICKS FOR 7 MONTHS 
-/ ODORLESS 
-/ FITS DOGS WITH NECKS UP TO 21" 
-/ GUARANTEED OR YOUR MONEY BACK 
-/ WETTING WILL NOT IMPAIR THE COLLAR'S 

EFFECTIVENESS 
-/ MAY BE WORN WITH REGULAR COLLAR 
-/ PATENTED INSECTICIDE RELEASE TECHNOLOGY 

ACTIVE INGREDIENT: 
Deltamethrin [(s)-alpha-cyano-3-phenoxybenzyl-(1R,3R)-3-

(2,2-dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate] 
INERT INGREDIENTS 
Total 

Percentage by Weight 
4.0% 

96.0% 
100.0% 

CAUTION: Do Not Let Children Play With This Collar 

See Side Panel for additional Precautionary Statements 

EPA Reg. No. 68451-1 EPA Est. No. 68451-FRA-1 

ACCEPTED 
with COMMENTS 

in EPA Letter Dated 

r I JUN 1996 

Roussel Uclaf, S.A. 
Division Sante Animale 
102 route de Noisy 
93235 R · "11 F tlttder the Federal lneectieide, Offiaffivt e, ranee Fungicide, and Rodenticide. ~et 

88 IUilended, for the pesllcade 
registered Wider EPA Rc!l· No. 

C<!34~/- I 

NET CONTENTS: 1 Collar 
NET WT. 1.1 oz 

May 14, 1996 
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DELTAMETHRIN 4°/o COLLAR 
FLEA & TICK COLLAR FOR DOGS 

GUARANTEED 11-Month Flea Killer 
GUARANTEED 7-Month Tick Killer 

Deltamethrin 4% Collar provides full season, 11-month flea-killing power (and 7-month protection against ticks). It's guaranteed! 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: 
Do not open protective pouch until ready to use. Do not let children play with this collar. 

Harmful if swallowed or absorbed through skin .. Causes moderate eye irritation. A void contact with skin, eyes, or 
clothing. Wash thoroughly with soap and water after handling. Do not use this product on cats. Do not use on puppies 
less than 3 months of age. 

lbis product is not recommended for use on debilitated, aged, pregnant, medicated, or nursing animals. Consult a 
veterinarian before using. 

STATEMENT OF PRACTICAL TREATMENT 
IF SWALLOWED: Call a physician or poison control center. Drink one or two glasses of water and induce vomiting by 
touching back of throat with finger. Do not induce vomiting or give anything by mouth to an unconscious person. 
IF ON SKIN: Wash with plenty of soap and Water. Get medical attention. 
IF IN EYES: Flush eyes with plenty ofwater. Call a physician if irritation persists. 

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Other 
pesticides are not necessary and therefore should not be used on dogs while collar is worn. 

DIRECTIONS FOR USE: It is a violation ofFederallaw to use this product in a manner inconsistent with its 
labeling. 

Deltamethrin 4% Collar contains Deltamethrin insecticide, one of the longest lasting flea and tick killers available for use 
on dogs. The Deltamethrin 4% Collar has been specially formulated using patented insecticide release technology. 
Because of the long duration of activity of the Deltamethrin 4% Collar, maximum effectiveness may not occur for 2 - 3 
weeks after collar placement. Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are present in the 
dog's environment that may reappear on your pet will be killed. Collar will kill ticks including Brown dog tick 
(Rhipicephalus sanguineus) and American dog tick (Dennacentor variabilis). Ticks appear on dogs in 3 stages. In the 1st 
two stages, ticks are smaller than a matchhead and are difficult to see. The collar will also control these immature stages. 
lbis collar provides effective tick control for up to 7 months. If ticks are a problem, this collar should be worn 
continuously. 

Place the collar around dog's neck, buckle and adjust for proper fit. Cut off close to the buckle and dispose of excess 
length by wrapping in newspaper and placing in trash. The collar must be worn loosely so that two fingers may be placed 
between collar and dog's neck. Living and rest areas of pet must also be treated with appropriate pest control measures to 
ensure control of pests. Dogs should be examined from time to time and the collar replaced when mature flea or tick 
populations begin to reappear. Wetting will not impair the collar's effectiveness or the pet's protection. If the dog goes 
swimming or is out in the rain, it is not necessary to remove the collar. Replace when effectiveness diminishes. 
Deltamethrin 4% Collar may be used in addition to regular collar. Use only one flea collar at a time. 

STORAGE AND DISPOSAL: Store in original, unopened container, away from children. Do not reuse 
container or used collar. Wrap in newspaper and put in trash. 

NOTICE: Buyer assumes all responsibility for safety and use not in accordance with directions. 

ONE SIZE FITS ALL- TRIM TO SIZE 
lbis collar is designed to fit 99% of all dogs. In the rare instances (for 
example, well developed St. Bernards or Mastiffs) the collar may be 
short. If found short for your dog, return to the address on top panel of 
box for full purchase price refund. 

May 14, 1996 
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Hoechst-Roussel Agri-Vet Company 

Route 202-206 Bedm.1 PO Box 2500 Somerville, NJ 08876-1258 

Telephone (908) 231-3426 Fax (908) 231-4462 E-mail Lauber1@bed1po1.hcc.com 

May 14, 1996 

Mr. George T. LaRocca 
Office of Pesticide Programs 
Document Processing Desk (APPL) 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Dear Mr. LaRocca: 

Subject: Registration Application 
Deltamethrin 4% Collar 
EPA File Symboi68451-R 
Your Letter Dated May 2, 1996 

Jc [iftrrlc_ ThruJ 

d Oj e_o ( ( ft{l./ 

You indicated in your letter that the subject product is acceptable for registration 
provided that we agree in writing to the following: 

1. Submit a summary of efficacy data demonstrating control of fleas 
and ticks that are consistent with labeling claims. This information to 
be submitted to the Agency within 3 months of the date of the 
registration notice 

2. Make labeling changes 

•••• • • •••• 
•••• • • • •• • 

We agree to supply to the Agency a summary of efficacy data demfY15U4ting • •. 
control of fleas and ticks within 3 months of the date on the Notice of.ReQistratitm:• 

• • • • • ••• • • • 
I am enclosing three copies of final printed labeling in which I hav~ ,Citbrporaftrd • 
all the changes that you requested. ••••• • :. 

• • • •••• 
•••• • • • •• • 
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I believe all is in order and that the Notice of Registration can be issued. Thank 
you in advance for receipt of the Notice. 

Sincerely yours, 

John J. Lauber, Ph.D. 
Manager, Biologics & Pesticide Product Registration 
Agent for Roussel Uclaf, S.A., Division Sante Animale 

Enclosure 

cc by e-mail 
L. Ahlman 
A. Benitz 
C. Chieze 
R. Dodemaide 
A. Donoghue 
C. Focheux 
D. Frey 
PY Kravtchenko 
R. Muser 
JP Scheid 

96 05 08b 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• ••• • • • •• • 

• 
• • •••••• • 
• ••• • • • •• • 

• 
• •• • • • •••• 
•••• • • • •• • 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Mr. Jack Lauber 
Roussel Uclaf 
Hoechst-roussel Agri-Vet Co . 
Route . 202-2026 
PO Box 2500 1 Bedm. 31 
Somerville, NJ 08876-1258 

Dear Mr. Lauber: 

Subject: Registration Application 
Deltamethrin 4~ Collar 
EPA File Symbol 68451-R 
Your Letter Dated August 11 1 1993 

The product referenced above will be acceptable for 
registration under FIFRA sec. 3(c) (7) (A) and (B) ·provided that you 
agree in writing to : 

1. Submit a summary of your efficacy data demonstrating 
~ control of fleas and ticks that are consistent with 

labeling claims . We request this information be 
submitted to the Agency within 3 months of the date of 
this registration notice. 

And make the following labeling changes : 

2. 

................... 

................... 

Revise your Statement of Practical Treatment as follows : 
IF SWALLOWED: Call a physician or poison control center. 
Drink one or two glasses of water and induce vomiting by 
touching back of throat with finger. Do not induce 
vomiting or give anything by mouth to an unconscious 
person. IF ON SKIN: Wash with plenty of soap and water. 
Get medical attention . IF ON EYES: Flush eyes with 
plenty of water. Call a physician if irritation 
persists. 

Refer to your copy of the May 16, 1995 Precautionary 
Review Section review for complete information on your 
product's acute tox icity profile. 

CONCUUBMCRS 

. ..... ...... ······- ················· ................. ................... ............ ...... ..................... . ................ 

. ........... ... . .. . ················· ................ ................. ................. . ................. .................. 
EPA Form 1320-1A 1190 OfFICI l(.'1ttt.E COPY 

·u.s. GPO: 1~~ 



3. 

L/ 

Revise the heading so it reads Hazards to Humans 
and Domestic Animals. Alsor revi se the statements 
so that they read "Harmful if swallowed or absorbed 

, through skin. Causes moderate eye irritation. 
Avoid contact with skin, eyes, or clothing. Wash 
thoroughly with soap and water after handling. Do 
not use this product on cats {note: this sentence 
should appear in bold}. Do pot use on puppies less 
than 3 months of age . 

4. Revise the statements regarding sick or convalescing dogs 
/ to read as follows: '1This product is not recommended for 
~ use~n debilitated, aged, pregnant, medicated, or 

¢gnant animals. Consult a veterinarian before using." 

D~the statement "Initial use of collar is to be in 
conjunction with dip or dust." Your product should not 
depend on other products for efficacy. If this collar is 

5. 

~ part of a flea control program you should list specific 
(active ingredient) products to be used. Depending on 
the type of product (s) chosen and the rate of application 
we may require additional domestic animal safety and/or 
efficacy. data. 

6. Delete 11 •• and deer tick (Ixodes scapularis) which may 
/ carry Lyme disease.'' This is a public health claim which 

requires the submission of supportive efficacy data. 

7. Delete the claims "new molecule - first collar formulated 
with a pyrethroid" and "one of the longest lasting flea 
and tick killers ... etc. 11 There are other pyrethroid 
collars registered. Also words or phrases implying that 
a product possesses unique characteristics because of its 
composition are not acceptable. You may use the word new 
or new formulation for a period of six months following 
the notice of registration. 

8 . Under the signal word we recommend revise "Keep out of 
~ /.- the reach of children" to "Do not let children play with 
\...... this collar . " 

~ Singularize the term Active Ingredients. Your product 
contains only one active ingredient. 

1.0. / /Delete the asterisk and have the chemical name follow the 
·~ common name in the ingredient statement. Deltamethrin 

was registered in the U. S. two years ago and is not 
considered a commonly recognized name in the U. S. 

You will submit three copies of your final printed labeling 
before you release the product for shipment. 
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' 
The "Notice of R.egistrat'ion" will be issued when you have 

agreed in writing to the conditions stated above and ~ubJ11itted 
corrected labels . , ,· 

THIS LETTER DOE$ NOT CONSTITUTE ·REGISTRATION, . AND THE PRODUCT 
MAY' NOT BE LAWFULLY MARKETED UNTIL . IT IS REGISTERED. -.- ' ~ - ' 

I 

Please respond within 75 ' qays from the date of this. 'letter 
·stating your · intentions to comply with the information/data 

·' requests cited above. If. _rio resubmission is rece.ived during· the 
75-day period, 'the .application will be administr~ti'vely withdrawn. 

I 

. . 

sincerely, 

George T. LaRocca 
Product Manager 13 · · 
Inse~ticide-Rodenticide Branch 
Registration pivisi on: (7SOSC) 

;. . ~ . 

'· 

.( 
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Hoechst-Roussel Agri-Vet Company 

Route 202*206 Bedm.1 PO Box 2500 Somerville~ NJ 088:76· 1 258 
Telex 833-449 Cable Hoechstus, Somerville, NJ 

Telephone (908) 231-3426 Fax (908) 231-4462 

August 22, 1995 

Mr. George T. LaRocca (PM 13) 
Office of Pesticide Programs (H7505C) 
U.S. Environmental Protection Agency 
401 M Street, SW 
Washington, DC 20460-0001 

Subject: Deltamethrin 4% Dog Collar 

l 

EPA File Symbol 68451-R (previously EPA, File Symbol 432-TTO} 

Dear Mr. LaRocca: 

As the authorized representative and principal contact of Roussel Uclaf, 
S.A., Division Sante Animale, I am responding to th~e questions raised in a 
Product Chemistry Review concerning the Deltamethrin 4% Dog Collar. 

By way of background, on August 11, 1993, Rouss·el Uclaf Corporation 
(now AgrEvo Environmental Health} submitted a Reoistration Application 
(plus supporting information) for the registration of Deltamethrin 4% Dog 
Collar. The pending registration was assigned EPA IFile Symbol 432·TTO. 
On March 23, 1995, the pending registration was transferred to Roussel 
Uclaf, S.A., Division Sante Animale. The pending relgistration was assigned 
EPA File Symbol 68451-R. On April 13, 1995, Mr . . John Hebert of your 
staff provided me with the Product Chemistry Review dated December 29.·. • • 1993. • ••• 

The Product Chemistry Review raised the following 1requirements.:. •• 
• • • • • 

1. Revise the label ingredient statement •••••• • • •• 

•• • • • • •• • 
• 

•• • • • • • • • 
•• • • • • ••••• • •• 

2. Revise the Confidential Statement of Formula by tcorrecting tkea~AS # for 
deltamethrin : • • • • •••• 

• ••• • • • •• • 
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*Product ingredient source information may be entitled to confidential 
treatment*

3. Revise the manufacturing process relative to temperature (Fahrenheit or 
Centigrade). 

4. Provide information concerning Corrosion Characteristics, Storage 
Stability, and Flammability 

5. Provide additional information concerning three inert ingredients 
previously not approved for use in dog collars 

Our response to these requirements is as follows; 

1. Revision of the label Ingredient Statement 

Attached you will find a revised label which positions the ingredient 
statement as specified in the product chemistry review. The name and 
address of the registrant was also revised because of the transfer of the 
pending registration. 

2. Revision of the Confidential Statement of Formula 

While not stated in the product chemistry review, the Confidential 
Statement of Formula needs to be revised to reflect that the Deltamethrin 
Technical used in making the Deltamethrin 4% Dog Collar is 

active as indicated on the Confidential Statement of Formula 
dated August 11, 1993. Attached you will 
Statement of Formula revised to reflect the 
In addition, I have corrected the CAS #for deltamethrin and revised the 
amounts -in Sections 13 and 14 to reflect the very slight change in 
introducing a Deltamethrin Technical of lower concentration, and its slight 
effect on the concentration of solvent used in making the product. Also, I 
have revised Sections 1, 2, and 6 to reflect the new registrant Roussel 
Uclaf, S.A., Division Sante Animate. 

3. Manufacturing Process Revision 

On page 6, CONFIDENTIAL A IT ACHMENT, Volume 1 of the August 11r :::: • 
1993 submission concerning the Manufacturing Process, all temperatures •• .. . . 
shown should be ° F. A corrected page is attached. •• • 

•••••• • • • • • 
4. Corrosion Characteristics, Storage Stability, and Flammabiltt¥ •••• 

• • •• 

• 
•• • • • • • •• 
••• • •• 

With our submission dated August 21, 1995, we submitted a r~•t>•rt whicti • 
•• ••• • 

will satisfy the Product Chemistry requirements for Corrosion CharacteristiC& 
• • • and Storage Stability. . • • • • 
•••• • • • •• • 
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Concerning flammability, the Agency states in its Guidelines Ref. 63-15 (40 
CFR 158.190) that flammability data is "required if the product contains 
combustible liquids". Deltamethrin 4% Dog Collar does not contain any 
liquid combustible ingredients. It is not flammable and consequently, a 
flammability test was not performed. 

5. Inert Ingredients Not Approved for Use in Dog Collars 

Information concerning the three inert ingredients previously not approved 
for use in dog collars has been submitted to the Agency under separate 
cover. 

If you have any questions or require additional information, please do not 
hesitate to contact me. Thank you in advance for your help concerning the 
registration of Deltamethrin 4% Dog Collar. 

2i~:t 
John J. Lauber Ph.D. 
Manager, Product Registration 

Attachments 
Revised label (5 copies), revised CSF, revised p.6 of CONFIDENTIAL 
ATTACHMENT pertaining to manufacturing, 

cc 
L. Ahlman 
C. Chieze 
A. R. Donoghue 
D. Frey 
P.-Y. Kravtchenko 
R. K. Muser 
L. Poly 
J. P. Scheid 
M. Trausinger /95 08 17c •••••• • • • • • 

•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
••• • • • ••• 

• 
•• • • • • • • • 
••• • • • ••• 

• 
• •• • • • •••• 
• ••• • • • •• • 
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DELTAMETHRIN 4% COLLAR 

FLEA & TICK COLLAR FOR DOGS 

GUARANTEED WATER PROOF 
KILLS FLEAS FOR 11 MONTIIS 
KILLS TICKS FOR 7 MONTHS 

.J 

.J 

.J 

.J NEW MOLECULE- FIRST COLLAR FORMUlATED WITII 
PYRETIIROID 

.J 

.J 

.J 

.J 

.J 

.J 

.J 

ODORLESS 
FITS DOGS WITII NECKS UP TO 21• 
GUARANTEED OR YOUR MONEY BACK 
ONE OF niE LONGEST lASTING FLEA 
& TICK KILLERS AVAILABLE FOR USE 
ON DOGS 
WETTING WILL NOT IMPAIR COLLARS 
EFFECTIVENESS 
MAY BE WORN WITII REGULAR COLLAR 
PATENTED INSEGnODE RELEASE TECHNOLOGY 

ACTIVE INGREDIENT: Percent by Weight 
4.0% 

96.0% 
100.0% 

Deltamethrin* 
INERT INGREDIENTS 
Total 

• (s)-alpha-cyano-3-phenoxybenzyl-(1R,3R)-3-
(2-2dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate 

CAUTION: Keep out or reach or children 

See Side Panel ror additional Precautionary. Statements 

NET CONTENTS: 1 Collar 
NET Wf. 1.1 oz 

•••• ti. 

•••• • • •••• 
•• • • • • •• • 

• • • • Au, •. 2.2, • • • • 
EPA Est. No. EPA Reg. No. 68451-

Roussel Uclaf, S.A. 
Division Sante Animate 
1 02 route de Noisy 
93235 Romainville, France 

•••••• • • •• 
••••• • • ••••• 

• 
~ 

• • 

• 

•• 
•• • • • •• • 

• 
•• • • •••• 

• ••• • • •• • 
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.. Page 2 of 2 

DELTAMETHRIN 4% COLLAR 

FLEA & TICK COLLAR FOR DOGS 

GUARANTEED 11 Moorh Flea ICilb 
GUARANTEED 7 Moorh T"d Killcl' 

Dcltamedlria 4CJ, Collar provides fuU season, 11 month Dca killing power (and 7 month protection against ticks). It's guaranteed! 

PRECAUOONARY STAT'I?JdENTS 
HAZARDOUS TO HUMANS AND DOMESI'IC ANlMAI.S 
CA.UnON: 
Do not open protective pouch until ready to use. Do not allow children to handle this collar. Harmful if swallowed or absorbed through 
skin. Avoid contact with eyes, skin or clothing. In case of contact, immediately Dush eyes with plenty of water. Immediately get medical 
attention if irritation persists. Do not use on sick or convalescing dogs. Do not use this collar on puppies less than 12 weeks of age. 

sr ATEMENT OF PRAcnCAL TREATMENT: If swallowed, call physician or Poison Control Center. If in eyes, Dush with plenty of 
water. Get medical attention if irritation persists. It is not advisable to use this collar or similar pesticides on puppies less than 12 weeks 
of age. 

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Do not use on sick or 
convalescing dogs. Other pesticides are not necessary and therefore should not be used on dogs while collar is worn. 

DIR.ECllONS FOR. USB It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 
Deltamethrin 4% Collar contains Deltamethrin insecticide, one of the longest lasting Dea and tick killers available for use on dogs. The 
Deltamethrin 4% Collar has been specially formulated using patented insecticide release technology. Because of the long duration of 
activity of the Deltamethrin 4% Collar, maximum effectiveness may not occur for 2-3 weeks after collar placement. Initial use of collar 
is to be in conjunction with dip Of dust. Aeas (Ctenocephalides sp.) on the dog will be killed and ones which are present in the dogs 
environment that may reappear on your pet will be killed. Collar wiU kill ticks including Brown dog tick (Rhipicephalus sanguineus), 
American dog tick (Dermacentor variabilis) and deer tick (Ixodes scapularis) which may carry Lyme disease. "licks appear on dogs in 3 
stages. In the 1st two stages, ticks are smaller than a matchhead and are difficult to see. The collar will also control these immature stages. 
This collar provides effective tick control for up to 7 months. If ticks are a problem, this collar should be worn continuously. 

Place the collar around dog's neck, buckle and adjust for proper fit. Cut off close to the buckle and dispose of excess length by wrapping 
in newspaper and placing in trash. The collar must be worn loosely so that two fingers may be placed between collar and dogs's neck. 
Living and rest areas of pet must also be treated with appropriate pest control measures to ensure control of pests. Dogs should be 
examined from time to time and the collar replaced when mature Dea or tick populations begin to reappear. Wetting will not impair the 
collar's effectiveness or the pet's protection. If the dog goes swimming or is out in the rain it is not necessary to remove the collar. 
Replace when effectiveness diminishes. Deltamethrin 4% Collar may be used in addition to regular collar. Use only one Dea collar at 
a time. 

STORAGE AND DISPOSAL: Store in original, unopened container, away from children. Do not reuse container or used 
collar. Wrap in newspaper and put in trash. 

NOTICE: Buyer assumes all responsibility for safety and use not in accordance with directions. 

ONE SIZE FITS AIL-TRIM TO SIZB 
This collar is designed to fit 99% of all 
dogs. In the rare instances (for example, 
well developed St. Bernards or Mastiffs) 
the collar may be short. If found short 
for your dog, return to the address on 
top panel of box for full purchase price 
refund. 

l 
I 

•••• • • •••• 
••• • • • 
~· . ...... ~ 

• • • • • • • • 
••••• Jlug. 22: .~~95 

• • •• • •• • • • ••••• • •• • • ••••• • 
• •• ill • • 
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• ••• • • • •• • 



- .. 

MEMORANDUM 

SUBJECT: 

FROM: · 

TO: 

THROUGH: 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

NOV 1 6 1~~~ OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

EPA Id# 000432-TTI. Deltamethrin: Review of a 
domestic animal safety study with the product 
"Deltamethrin 3% Collar". 

TOX CHEM No.: 463B 
PC No.: 097805 
Barcode No.: D194602 
Submissio N 8446520 

John Doherty 
section IV, 
Health Effe t 

George LaRoccajJohn Hebert 
Product Manager #13 
Registration Division (7505C) 

Marion Copley, DVM, Section Head 
Section TV, Toxicology Branch I 
Health Effects Division (75 09C) 

I. CONCLUSION 

The domestic animal safety study with the product 
Deltamethrin 3% Collar was reviewed and determined to be 
ACCEPTABLE. No reactions to treatment were noted when 9ne collar 
(4% active i ngredient worn for six months ) , four collars (3% 
active ingredient worn for three months, or 4% active i ngredient 
worn for. six months) were worn. 

The product has been demonstrated to be safe f or adult dogs. 
If the registrant wishes to register the product for use on dogs 
less then 3 months of age an additional study usi ng puppies of 
defined age will have t o be presented. 

1 
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II. Action Requested 

The Roussel Uclaf Company (refer to letter from Sharon M. 
Johnson dated July 9, 1993) has submitted a domestic animal 
safety study (MRID No.: 428890-06) with dogs to support the 
registration of the product Deltamethrin 3% Collar. The study 
was reviewed and the following comments apply. 

III. Toxicology Branch Comments 

1. The study was determined to be ACCEPTABLE and to demonstrate 
the safety of the product to adult (see item 2 below) dogs. The 
study demonstrated that there were no effects of wearing 3 or 4 
collars equivalent to 3 or 4 times the recommended usage rate for 
up to six months. Refer to the DER attached. 

2. The age of the test dogs was not specified in the study 
report. Therefore, the product is considered to have been 
demonstrated to be safe for use on adult dogs (greater than 3 
months of age). The product label should thus include in the 
precautionary statement for use on dogs of greater than 3 months 
of age only. Or do not use on puppies less than 3 months of age. 
[Note: This precautionary statment is already included on the 
draft label dated July 20, 1993.] 

If the registrant wants to use the product on puppies less 
than 3 months of age, the registrant will have to provide the 
exact ages of the dogs used in the existing study and demonstrate 
that treatment was initiated at a specified age less than 3 
months. 

Alternatively, the registrant will have to submit a second 
study in which the treated puppies are of a defined age. For 
example, if one month old puppies are treated, and the study 
demonstrates the 3 fold safety factor in which no reactions are 
noted, the product label can be amended to include for use of 
puppies greater than one month of age. If this study is 
conducted, the puppies should not have to treated for more than 
two weeks and the ChE and AChE assays should not have to be 
included. 

2 
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IV. studies Reviewed 

Study Identification 

86-1. Domestic animal safety 
study-dogs. 
Hazleton.# HWA 2623-103. April 
11, 1993 

Material MRID No.: 

3% and 4% 428890-06 
deltamethri 
n 
containing 
collars 
from lots 
1103 ( 3%) 
and 1104 
( 4%) . 

3 

Results 

No reactions to wearing collars at 
3X (for three months) and 1X and 4X 
(for six months). 

Mongrel purpose bred dogs. Control 
(4 collars without delta-methrin), 
deltamethrin treated collars: 4%, l 
collar for 6 months; 3%, 4 collars 
for three months and 4%, 4 collars 
for six months. 

Classification 

ACCEPTABLE. The 
study satisfies 
the requirement 
for a domestic 
animal safety 
study for adult 
dogs. An addit
ional study may 
be required to 
support the use 
of this product 
on puppies less 
than three 
months of age. 
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[86-1. Dogs 4% collars/1993] 

Reviewed by: John Doherty \1/,s/13 
Section IV, Toxicology B ch I ( 09C) , 
Secondary reviewer: Mario Copley, DVM ~~ [~~ tt/11 /at 
Section IV, Toxicology Branch I (7509C) 71? ~[) 7 7-IJ 

DATA EVALUATION REPORT 

STUDY TYPE: 86-1. Domestic animal safety study (6 month-dogs) 

MRID NO.: 428890-06. TOX. CHEM. NO.: 463B 
PC No.: 097805 

TEST MATERIAL: 3% (from lot No.: 1103) and 4% (from lot 1104) 
deltamethrin fortified dog collars. 

STUDY NUMBER(S): HWA 2623-103 and RBT No.: 91-135. 

SPONSOR: Roussel Bio Corporation, Lincoln Park, New Jersey 

TESTING FACILITY: Hazleton Washington, Inc. 

TITLE OF REPORT: "6-Month Deltamethrin Flea and Tick Collar 
Safety Study in Dogs" 

AUTHOR(S): Dan W. Dalgard, D.V.M. 

REPORT ISSUED: April 11, 1993 

STUDY DATES (in life): Initiation: November 27, 1991, 
Termination June 29, 1992. 

CONCLUSIONS: 

No reactions to wearing collars at 3X (for three months) and 1X 
and 4X (for six months) . 

Mongrel purpose bred dogs. Control (4 collars without delta
methrin), deltamethrin treated collars: 4%, 1 collar for 6 
months; 3%, 4 collars for three months and 4%, 4 collars for six 
months. 

Classification: ACCEPTABLE. The study satisfies the requirement 
for a domestic animal safety study for adult dogs. An additional 
study may be required to support the use of this product on 
puppies less than three months of age. 

Quality Assurance Statement: Provided. 
Good Laboratory Practice Statement: Provided. 

1 
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[86-1. Dogs 4% collars/1993] 

All dogs survived the experiment and no treatment related 
findings were noted. 

2. Body weight and feed consumption. 

Body weight and feed consumption were reportedly assessed 
weekly. The study author maintains that there were no compound 
related effects on these parameters. 

TB-I considers that the body weight and feed consumption 
data showed variations for which interpretation was confounded by 
the fact that the dogs were mongrels and of different sizes and 
there were only four dogsjsexjtreatment group. Inspection of 
the growth curve for females (refer to Figure 3, photocopied from 
the study report attached) supports the conclusion of the study 
author. The male group wearing only one collar had a higher rate 
of growth than the other dogs. The report, however, asserts that 
this is related to the dogs being mixed and mongrels. Since the 
dogs wearing four collars (with either 3 or 4% deltamethrin) did 
not also show indications of similar increased weight gain, TB-I 
concurs that the weight gain pattern for the group wearing only 
one collar was not affected by the presence of the deltamethrin 
in the collar. 

There also appeared to be an increase in feed consumption in 
the dogs (both sexes) wearing 4 collars with 4% deltamethrin in 
the later weeks of the study (refer to Figure 3 photocopied from 
the study report attached) . TB-I does not consider that the 
apparent increase is conclusively related to treatment. 

3. Clinical Hematology and Biochemistry 

Samples of blood were taken from the jugular vein from 
fasted dogs on days -7, -6, -3, 2, 4, 8, 15, 22, 29, 54 and 89 
and 180. for plasma ChE and RBC AChE. Blood samples for days -
13, 25, 51 and 86 and 177 were also taken for hematology and 
serum chemistry. 

A. Hematoloov. The following hematology parameters were 
reportedly investigated. 

cell morphology 
corrected leukocyte count 
erythrocyte count 
erythrocyte sedimentation rate 
hematocrit 

hemoglobin 
leucocyte count 
leucocyte differential 
platelet 

No consistent compound related effects were noted on any of 
these parameters. 

3 
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.. 
[86-1. Dogs 4% collars/1993] 

REVIEW 

Experimental Constants: 

Test Material: Deltamethrin impregnated dog collars containing 3% (from lot 
#1103) or 4% (from lot #1104) and placebo collars without deltamethrin (lot # 
llOC) obtained from the Roussel Uclaf Company. 

Test System: Purpose bred mongrel dogs with both short and long hair were 
obtained from the Hazleton Research Products, Inc. Cumberland, Virginia. The 
exact age of the dogs at initiation of dosing (age of application of the 
collars) was not referenced in the report. 

Basic Experimental Design 

Four groups of 4/sex dogs which consisted of a control 
(placebo collar), low dose (usage rate or one collar of 4% 
deltamethrin, actually slightly greater than the usage rate of a 
3% collar), mid dose (4 collars of 3% deltamethrin) and high dose 
(4 collars of 4% deltamethrin). The dogs were scheduled to wear 
their collars for six months. After three months, the mid dose 
group was terminated because there were no reactions noted in any 
group. The control, low and high dose groups continued for the 
scheduled six months. 

Analytical Chemistry 

1. Release rates of deltamethrin from the collars. Sections of the 3% and 4% 
collars were removed and analyzed for deltamethrin at pretest, at three and 
six months to determine the rate of release from the matrix. The Analytical 
report is in Appendix 11. In summary the analytical data were shown to have 
release rates 120 ugjcollarjday for the 3% collar at the 3 month interval. 
The 4% collars were shown to have release rates of 40 and 251 ugjcollar/day at 
the 3 and 6 month intervals. 

2. Blood levels of deltamethrin. The blood was sampled from the dogs wearing 
only one collar on days 25, 51, 86 and 177 and analyzed for deltamethrin 
content. The limit of assay was said to be 5 ngjml. No detectable 
deltamethrin was evident at days 25, 51 and 86. Although some evidence of < 5 
ng/ml was noted for three dogs at day 177, the study report did not consider 
these readings actual (referring to them as incidental). TB-I concurs and 
does not consider that wearing a single collar resulted in significant levels 
of deltamethrin in the blood. 

Assessments and Results 

1. Survival and clinical signs. 

The dogs were reportedly examined twice daily for mortality 
and once daily for behavioral reactions. In addition, a staff 
veterinarian examined the dogs on days 1, 8, 26, 88 and 179 (in 
addition to two pretreatment examinations) for dermatological and 
clinical evaluations including heart and respiratory rate and 
body temperature recordings. 

2 
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---------------------------------------------

B. Serum Chemistry 

alanine aminotransferase (ALT 
albumin 
albumin/globulin ratio 
alkaline phosphatase 
aspartate aminotransferase 
blood urea nitrogen 
calcium 
chloride 
creatine kinase 

No consistent compound 
these parameters. 

[86-1. Dogs 4% col1ars/1993) 

creatinine 
globulin 
glucose 
inorganic phosphorous 
potassium 

sodium 
total bilirubin 
tot. a],. protein 
p.,e,c PCh r; 
fl~srn.... C~E 

related effects were noted on any of 

There were some instances on increased RBC AChE (including 
in the preapplication period) and plasma ChE. Increases in the 
activity of these enzymes is not a recognized toxicity response. 
Since there was no inhibition of these enzymes and the increases 
were not related to the quantity of the collars worn, it is 
concluded that the treatment did not affect these enzymes. 
More~Jer, ChE and AChE are not recognized as being inhibited by 
pyret~roids such as deltamethrin. 

No necropsy was performed and is not considered necessary. 

CONCLUSION (Study). The study is considered ACCEPTABLE. No 
additional domestic animal safety studies are required at this 
time. The study supports the following "one liner": 

No reactions to wearing collars at 3X (for three months) and lX 
and 4X (for six months) . 

Mongrel purpose bred dogs. Control (4 collars without delta
methrin), deltamethrin treated collars: 4%, 1 collar for 6 
months; 3%, 4 collars for three months and 4%, 4 collars for six 
months. 

4 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 \ 

t 

GENERAL SERVICES ADMINISTRATION 

MEMORANDUM 

Subject: EPA File Symbols: 432-TTI I 432-TTO 

From: 

To: 

Mark J. Perry, Biologist 
Precautionary Review Section 
Registration Support Branch 
Registration Division (7505W) 

G. LaRocca, PM-13 1 J. Hebert 
Registration Division (7505C) 

Applicant:Roussel-Uclaf Corp. 
95 Chestnut Ridge Road 
Montvale, NJ 07645 

FORMULATION FROM LABEL: 

Active Ingredient(s): Deltamethrin 

Inert Ingredient(s): 

Total: 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

% by wt. 
4.0 

96.0 

100% 

Recycled/Recyclable 
Printed with Soy/Csnola Ink on paper that 
contains at least 50% recycled fiber 



B~CKGROUND 

! Roussel-Uclaf Coipor~tio~ submitted acute oral, acut•e dermal, eye irrita!ion, 
dermal irritation and dermal sensitization studies, as well as an acute inhalation waiver 
request for review. ,The studies. were performed with the Deltametbrin 4%.Collar (EPA 
F~e Symbof432-ITO)~ the registrant bas requested that these studies 'also Support 
ref' istration of the Delt~ethrin 3% Collar (EPA File Symbo-l 432--Til). Both products are 
in ecticidai dog collars containing deltamethritl as the only active ingredient. 1 

The performing laboratory is Stillmeadow, Inc., and thte assigned MRID numbers 
are 428890-01 through 428890-05._. . · 

RECOMMENDATIONS 

' 1. ·cu.t.e_Oral; Category III I Ac~eptable 

2. cute Dermal; Category III I Acceptable 

An impermeable material, such as 'plastic, is reco~ended for semi-occlusion in 
dermal toxicity studies. 

! 

3. ~cute Inhalation; Waiver Accepted 

PRS does not believe that this product poses a sign!fi,cant inhalation hazard. 

4. ~e Irritation; Category III /Acceptable 

5. ~erma! Irritation; Category IV J Acceptable· 

6. Dermal Sensitization; Non-sensitizer /Acceptable 

The study report failed to specify that the concentration selected for induction and 
chf' llenge was the highest achievable concentration after moistening, . I 

· More detailed positive control data was obtained from the performing laboratory 
(a tached). Although the positive control study ~mployed the: saine concentration £or 
in : uction and challenge, the data does d~monstrate a·sensitizing response. 

14BELING 

l. !The.recommended ~ignal word is "caution." 

2. The recommended statements of p.!actical'treatment are as follows: 

IF SWALLOWED: Call a' physician or poiSon control center. Drink one or two glasses of 
w1't~r and in~uce vomiting by touching b.ac~ of throat with finger. Do not ,in'dii~ vomiting 
or g1ve an¥thlng by mouth to_ an unconscwus person. .. _ t 

. ' ' J 
I ' 
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·3. 

-I 

IF ON SKIN: Wash with plenty of soap and water. Get medical attention. 
IF IN EYES: Flush eyes with plenw of water. Call a physician if irritation persists. 

I . 
3. re recommended precautionary statements are as follows: 

H~ if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid 
co,act with skin, eyes or clothing. ~ash thoroughly with soap and water after handling. 

4. trbe·signal word should appear on a separate line just below the child hazard warning 
(''J,Ceep out of reach .... "}. 

'· 
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DATA REVIEW FOR ACUTE ORAL TOXIQITY 'l~ESTING (81-1 ) 

Pr oduct Manager :13 
~ID No.: 428890- 0l 
T~stinq Facility: Sti l lmeadow 
AJ thor(s) : J. Kuhn 
Species: Ra t 

Reviewer: M. Perry 
Report Date: 3/11j.92 
Report No.: 8668 - 92 

Age: Ycmng adult 
weiqht:175~243 g 
source: Harl an SD 

... 

T~st Material : Del tamethrin 4% Collar (red~ced) 
Q~ality Assurance (40 CFR 160.12.) : · Pr esent 

conclusion·: 

1. LD50 .(mgjkg): Mal,es= 4218 mg/kg 
Females= 3600 mgjkg ' 
Combined= 3920 mg/kg 

2 ~ ~ The estimated LD50 is 3920 mqjkq. 
3.· Tox. category: I I I Classification:Acceptable 

Deviations from 81- 1: None 
Re,sults: 

Dosag e mg/kg 
(Number Ki l led/Number Test ed) 

Males Fetnales Combined 
. 

' 

I ' 2500 0/5 0/5 0/10 
I 
I 3500 1/5 :2/5 3/10 

. 
5050 4/5 !5/ 5 9/10 

. , 
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DATA REVIEW FOR ACUTE DERMAL TOXICITY TESTING (81-2) 

P~duot M~naqer: 13 
MRID No. :428890-02 
Testinq Laboratory: Sti.llmeado~ 
Author(s):J. Kuhn 
Species: Rabbit 

Reviewer :M. Perry 
Report Date:2/21 /92 
Report No::866~ :92 

Weiqht: 2.0- 2 . 6 kg · 
Source:Ray Nichols 

Test Material: Deltamethrin 4% Collar (r~~uced) 

Quality Assur_an.ce (40 CFR·· 160.12) : Pres~nt 

sJn,mary: 

1. Lc50 (mqfkq): Males= 
Females= 
Combined 2020 mg/kg 

2. ' The estimated LD50 is greater than· 2020 mgfkg . 

3. Tox. cateqory:III Classification: Acc~ptable 

Deviation From 81-2: See recommendations 

Re'sults: 
Reported Mortality 

(NUMBER KILLED/NUMBER TESTED) 
DOSAGE mgjkg 

Males Females Combined 
I 

I 2020 0/5 0/5 0/ 10 

-

- I 

l 
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DATA REVIEW FOR SXIN I RRI TATION TESTING (~1-5) 

Product Manager :13 
HRID No.: 428890-04 
Testing Laboratory: Stillmeadow 
A ·thor(s) :J. Kuhn 
species: Rabbit 

Aqe: Young adult 
sex: J male, 3 female 
Weight:-- ' 

Reviewer :M. Perry 
Report Dat e :2 fll/92 
Report Bo.: 8671- 92 

Dosaqe:o . s g . 
T~st Material: Deltamethrin 4% Coilar (reduced) 
Quality Assurance (40 CF~ 160.12):Present 

~ summary : 

1. The Primary Irritation Index= - -

2. Toxi city category: IV 
3. Classification: Acceptable 

Deviations From 81-5: None 

I 

R~sults : No i rritation was reported i n any animal during ' the 
observation period. 

.. . 
, 

127 



• 

DATA REVIEW FOR SKIN SENSITIZATION TESTING (81-6.) 

·Product Manager: 13 
MRID No.: 428890- 05 

· Testing Laborat ory:stillmeadow 
A~thor(s):J. Kuhn 
species: Guinea pig 

Weight: 280- 370 g 
source:Har l an so 

Reviewer:M. Perry 
Re~ort . Date~3/16/92 

Report No . : 8672 - 92' 

Te~st 
1
Materi.al: Delt amet hrin 4% Colla r (r ed.uced) 

P sitiv~ Control Material: DNCB , '· 
Q 

1
ality Assurance (40 CFR 160.12) :·Present 

Metliod :Buehler 

According to the- study results, this Product is not a 
dermal sensitizer. 

Classification:Acceptable 

oeviation .From 81-6 : See recommendat ions _ 

" R~sults: No ·irritancy response was reported .±n t he · t est or naive 
control animqls at chall enge . 
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ACUTE TOX ONE-LINER . 
1 . PC CODE : 09780 5 

I 

2. CURRENT DATE : 5/12/95 

3 . . TEST MATERIAL: Deltamethrin 4% 

I 

stJdyjSpeci esjLabj 
Study#jDate 

81- 1, Rat, Still-
eadow·, 8668-92, 
3/1~/92 

I 

81- 2, Rabbit, Still-
meaqow, 8669-9?, 
2/21/92 

-
81- 4 : , Rabbit, Still=-
meaqow, 8670-92, 
2/12/92 

81-5, Ra'bbit, Still-
meadow, 8671-92, 
2/11/92 

' 
81-~ , Guinea pig, 
Sti~lm~adbw , 8672 - 92, 
3/16/92 

core -Grade Key: 

A· = ~cceptable 
s , supplementa,ry 
U = unacceptable 

I 

MRID No. 

428890-01 
. 

428890- 02 

428890-03 

4~8890-04 
. 

. 

' 428890- 05 

. 

Results 

~ 

LDSO = 3920 mgjkg 

LD50 2020 mgjkg 
\ 

. 

Irritation cleared by 
72 hrs. ' . 

No irrit ation reported . 

' 

Non-sensitizer 
' 

I . 

Tex . Core 
Cat . Grade 

III - A 

III A 

III A 

IV A 

. 
I --- ~ 

t • 
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DATA REVIEW FOR ACUTE EYE IRRITATION TESTING (81-4) 
I 

Product Manaqer: 13 
MRID No.: 428890- 03 
Testinq Laboratory: Stillmeadow 
A~thor(s): J. Kuhn . 

Reviewer: M. Perry 
Report Date: 2/12/92 
Report No. !8670-92 

Species: Rabbit , 
Sex £3 female, 3 male 
weiqlit:--
sou~ce:Ray Nichols ~ 

Do1saqe: so , 4 mg 
T~st Material: Deltarneth~in 4% Collar (reduced) 
Quality Assurance (40 CFR 160.12): Present 

Summary: ~ 

L Toxicity . cateqory: III 
2. Classification: Acceptable 

Deviations From 81-4 : None 

I 

Results: All "positive" scores cleared between 24 and 72 hours 
post dosing. 

--

I I 

·' 
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DELTAMETHRIN 3% COLLAR 
' . ' 

FLEA & TICK COLLAR FOR DOGS 

t/ GUARANTEED WATER PROOF 
t/ KillS FLEAS FOR 6 MONlHS 
t/ KILlS TICKS FOR 4 MONTHS 
t/ NEW MOLECULE- FIRST COLLAR FORMUlA TEO Wl1H 

PYRElliROID 
t/ . ODORLESS , 
t/ FITS DOGS WITII NECKS UP TO 21" 
t/ GUARANTEED OR YOUR MONEY BACK 
t/ ONE OF TilE LONGEST LASTING FLEA 

& TICK KILLE~S AVAILAl3LE FOR USE 
ON DOGS 

t/ . WETnNG WJLL NOT IMPAIR COLLARS 
EFFECfiVENESS . 

t/ , MAY BE WORN Willi REGULAR COLLAR 
J PATENTED INSECfiCIDE RELEASE TECHNOLOGY 

ACI1VE INGREDIENTS: BY WEIGHT 
Det~thtin . 3.00% 

·--------~--------------~--------------------~ Inert Ingredients . . ,~7)~\fS 

• ( s )-alplla-cyano-3-pbenoxybenzyl-(1 R,3R )-3-
(2-2dibromovinyl)-2).-dimethyl-cyclopropanec~boxylate 

CAUTION: Keep' out or reach or chlldren 

Se.e Sid~ Panel for additional Precautionary Statements 

EPA REG. NO. ,432-

Roussel Ucla! Corporation 
95 Chestnut Ridge Road · 
Montvale, NJ 07645 

NET CONTENTS: 1 Collar 
NET WT. 1.1 oz 

EPA EST. NO. 

100.00% 

CODE 
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DELTAMETHRIN 3% COLLAR· 

FLEA & TICK COLLAR FOR DOGS 

GUAib\NIBED 6 l.footh Flea l:illet 
GUARAN'I'EED 4 Mooth Tict 1Ci1let 

J)dtaftldhrio 3'J& Colla prOYides full season, 6 month flea killing power (and 4 month protection against ticks). U's guaranteed! 

"' PllBCAUI'IONAJlY SfA1'BMENTS 

' 

HAZARDOUS TO HUMANS AND OOMBSTIC ANIMALS 
CAUI'ION! 
Do not open protective p:~ucb until ready to use. Do not allow children to handle this collar. Harmful if swallowed or~ 'through 
skin. A wid coatact with eyes, slcln or clothing. In case of contactJ immedialdy flush eyes with plenty of wat«. Immediately get medical 
attention if initalioo perslscs. Do n01 use on sick or convalescing dop. Do noc use this collar oo puppies less than l2 weeks or age. 

STATEMENT OF PRACITCAL TREA n.<ENT: If swallowed, call physician or Poison Coatrol Center. lf in eyes. flush with plenty of 
water. Get medical attention if irritation persists. It is not advisable to use this collar or similar pesticides on puppies I~ than 12 weeks 

ol • ... 

Collar is intended for use only as an insecticide: generator and is not to ~ taken internally by man or animals. Do not use bn sick or 
convalesclt~g dogs. Other pesticides are not lluessiiiY and therefore should not be used on dogs while collar is worn. 

- DIRBCI'IONS FOR USB It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 
Ddlamethrin 3% Collar contains Deltamethrin insecticide, one of the longest lasting .flea and tick killers available for use on~- The 
Dcltamethrin 3'll Collar has been specially formulated using patented insecticide release technology. Be<:ause Or the long duration of 
activity of the Deltamethrin 3% Collar, maximum effectiveness may not occur for 2·3 weeks after collar placement. Initial use of collar 
is to be in conjunction with dip or dust. Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are present in the dogs 
environment that may reappear on your pet will be killed. Collar will k.ill ticks including Brown dog tick (Rhipicephalus sangui11eus), 
American dog tidt (Dermacentor variabilis) and deer tick (Ixodes scapularis) which may carry Lyme disease. Ticks. appear on d~ in 3 
staaa. In the 1st two stages, ticlcs are smaller than a matchhead and are difficult to see. The collar will also control these immature· stages. 
This collar provides effe()tive ticlc oontrol for up to 4 months. If t icks are a problem, this collar should be worn continuously. 

Place the coiJar around dog's neck, buckle and adjust for proper fit. Cut ofT dose to the buckle and dlspo$C of excess..lengt~ by wrappin& 
in newspaper and placing in trash. The collar must be worn loosely so that two fingers may be placed between collar ud d~'s neck. 
Living and rest areas of pet must alo;o be treated with appropriate pest control measures to ensure oontrol of pests. Dogs. sl)ould be 
e.nmined from time to time and the collar replaced when mature flea or tick populations begin to reappear. Wet~ng will not impair the 
collar's effectiveness or the pet's protection. If the do' goes swimming or is out in the rain it is not nece.ssacy to ren'IOYe the collar. 
Replace when effectiveness diminishes. Deltarnethrin 3% Collar may be used in addition to regular collar. Use only one flea collar at 
a time. 

I 

Sl'ORAGE AND DISPOSAL: Store in original, unopet~cd container, away" (lom children. Do not reuse conta;iner or used 
collar. Wrap in newspaper and put in trash. 

NO'JlCE: Buyer assumes all respo!ISibility for safety and use not in acoordance with direction, . . 
' 

oNE siZE FITS All.:nuM ro SIZE 1 

This collar is designed to fit 99% of all I 
dogs. In the rare i.nstances (for example, 

11

1 

well developed St. Bernards or MastiffS) 
the collar may be short. If found short 
for yout dog, return to the address on 
top panel of box for full purchase price 
refund. 
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REG. NO: 00432-TTO Submission: 8452561 

FILE SYMBOL: D196505 

PRODUCT CHEMISTRY REVIEW FOR END USE PRODUCTS 

PRODUCT NAME: DeltamethriD 4% Collar 
Company: Rouasel Uclaf corp. 

To: 13 aeorqe LaRocca;JobD Hebert 

FROM: Shyam B. Mathur, Chemi~t 

THRU: Harold Podall, section Head 

~CAL: 097805 Deltamethrin 

' L--1 "l-4 I lf J 
'j/. (Jrl d,.L tt-l V? 19 ' -

MRID NOS. Series 61(428935-01), Series 62(428935-02) 1 
series 63(428935-03) 

Food Use ( ) Non Food Use {X) 

Inerts cleared: c 
Inerts List 1 
HOTE: Inerts 
are not ol 

( ) e ( ) yes (X) no ( ) 

Please provide the requested information for the following checked items: 

1. ( ] Submit the specific chemistry data for your product. 

~ (] If submitted earlier, provide MRID Number(s). 

2. [ ] Your product is not s ufficiently similar to the product you referenced. 

3 . In reference to the confidential Statement of Formula (CSF), please provide 
the following information of your product: 

( ] a) pH of a specified water dilution. 

[ ] b) Density 

1.34 

s· 
0 ..., 
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( ) c) The upper and lower certified limits based on the pure active 
ingredients rather than the technical or concentrate. 

t ] d) The upper and lower certified limits of the individually added 
inerts. 

4. Based on the current CSF (dated ), your product will not meet the 
label claim for the active ingredient. Please revise the label or the CSF so 
that the information agrees. 

5. Provide the chemical identify of all components, the percentage 
composition, CAS Registry Numbers, and Material Safety Data Sheet (two copies} 
for the following compounds: 

~In the proposed labeling, provide the following information: 

[ ] a) Update the label Storage and Pesticide and Container Disposal 
Statements in accordance with [ ] PR Notice 84-1 for non-aerosol 
containers for houses ana ~nstitutional uses of [ ] PR Notice 83-3 
for all other uses. 

( ) b) Add the heading to the label per 40CFR§l72-6(a)l. 

[ J c) Under the heading PHYSICAL OR CHEMICAL HAZARDS, list the product as 
extremely Flammable (because your product contains flammable 
propellents). 40CFR§l56.lO(i)2(ix). 

135 



( ] d) 

[ ] e) 

' 

-3-

If the solvent has insecticidal .activity provide the EPA 
Registration Number, i! does not it should be removed from the 
active ingredient statement and added to the total percentage of the 
inert ingredients. 
Add a footnote to the inert ingredi ents indicating: contains 
petroleum distillates, xylene or xylene-range aromatic solvent . 

[ ] f) Since your data matrix does not provide a dielectrical breakdown 
voltage, you must add the following statement to the physical or 
Chemical Hazards heading~ 

Do not use this product in or on electrical equipment due to the 
possibility of shock hazard. 

~(X] g) The terms active ingredient(s) and inert ingredients should be in 
the same type size, be aligned to the same margin and be equally 
prominent. 

7. In reference to the product specific data requirements, provide the 
following information: 

[ ] a) Statement of Composition·: A complete description of the 
manufacturing formulation process. Describe eqUipment used, m1x1ng 
time, temperature, pressure, etc. The Registrant described the full 
formulation procedure for this product; the process, the quantities 
and the order of addition is described in Attachment-1. (MRID No. 
428935-01) 
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[ ] b) Discussion of Formation of Unintentional Ingredients: The Registrant 
provided following information on this topic[KRID No.428935-01]: 
No unintentional inert ingredients are introduced in the blending 
or the filling processes. No unintentional inert ingredients are 
introduced by the market containers or by storage in them. 

[ ] c) Certification of Limits: Upper and lower limits or each active and 
individually added inert component. The Registrant submitted a 

[ ] d) 

CSF {dated OS/11/93) for Basic formulation of the product. 

Analytical Method: Provide the methods used to analyze for the 
active ingredients or a full reference for a published method or 
MRID Number(s). The Registrant submitted data on Series 62 under 
MRID No. 428935-02). See Attachment-2. e. Ser1es 63: MRID No. 428935-03 

[ ] e) Color: In common terms: White 

[ ] f) Physical State: Solid 

[ ] g) Odor: Odorless 

(SOP C-30] 

[SOP C-31] 

(SOP C-33] 

[ ] h) Density/Sp. Gravity: 72 lbsjcubic foot to 88 lbsfcubic foot 
(SOP C-35] 

[ ] i) pH: Not Applicable. The product is not dispersible in water. 

[ ] j) oxidizing or Reducing Action: This product does not have the 
potential to act as a strong oxidizing or reducing agent. 

[ ] k) Explodability: This product possesses no explosive potential. 

~[ ] 1) Viscosity: Not Applicable, the product is a solid. 

[ ] m) Miscibility: Not applicable as the product is not emulsifiable 
and is not intended to be diluted with both water and petroleum 
distillate. 

[X] n) Corrosion Characteristics: The Registrant did not provide any data 
on this topic. 

[ ] o) Dielectric Breakdown Voltage: NA as the product is not intended to 
be used around electrical equipment. 



*Product ingredient source information may be entitled 
to confidential treatment* 

-5-

[X] p) storage Stability: The Registrant did not submit any data on this 
topic. 

[X] q) Flammability: NA. The product is solid. 
NOTB: This needs further explanation 

8. ( ) The following is the regulatory status of the inert ingredients under 
40CFR 180.1001 for the exempti o.n of the requirement of a tolerance. 

9. Other 

Note to PM: Inter-office 

Please notify the Registrant 

~).To correct the label as described in 6(g)[40CFR§156.10(g)] 
(2). To sUbmit data on Storage stability(7p) and corrosion characteristics 

(7n). 
(3). To ask the Registrant whether the Flammability test was done with this 

product or not? The product being solid does not mean that it can not be 
Flammable. 

(4). To use same units for temperature(c or P)during describing the 
formulation process(Series 61-2). Request them to provide information 
on it, mized units were used when the process is described 
(MRID No. 428935-01). 

(5). To correct the CAS No. of the AI De1tamethrin in the csF submitted 
8/11/93. 

(_6) . • / ) . 

SUMMARY ATTACHED 
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TABLE 1: SUMMARY OF PRODUCT CHEMISTRY DATA, REQUIREMENTS 
Oiii&Z:-=c=c:======- =::az:- == :== 

GLR # TITLES 
===========================================: =======---====:::= 

Series 61-Product Identity and Composition (40CF~:l58.155 , 160, 162, 165 & 
167) 
-----------·---------------------------------------·---------------------------

61-1 Product Identity & Disclosure of Ingredientts A 

------------------------------~-------------~----~-·---------------------------61-2 Description of Starting Materials & Manufa.cturing Process A 

-----------~--~------------------------------------~---------------------------61-3 Discussion of Formation of Impurities A ------... --------------------------------------------·---·-----------------------
series 62-Analysis and certification of Product Ingredients (40CFR158.170, 

411:;--=-;;:it;i~;;;-;;;~;;i;-~;-;;:;~;-;::;i;;---,-----------------------;;· 
--------------------------------~----------------------------------------------

62-2 Certification of Ingredient Limits A 

62-3 Analytical Methods to Verify certified Lim:its A 

Series 63-Physical and Chemical Characteristic:s ( 40CFR158 .190) 
---~-----------------------------------------------·--------------------------

63-2 Color A 
-------------------------------------------------------------------------·----

63-3 Physical State A 

63-4 Odor A 

63-5 Melting ·Point NA 

411:;----~~iii~~-;~i~~-----------------------------------------------------;; 

63-7 Density, Bulk Density, or Specific Gravity A 

63-8 Solubility NA 

63-9 Vapor Pressure NA 

63-10 Dissociation Constant NA 
------------------------------------------------------------------------~----63-11 octanoljWater Partition Coefficient NA 

63-12 pH A 

63-13 stability NA 

---------------~-~----------------------------------~---------------------~---
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------------------------------------------------------------------------------
63-14 Oxidizing Or Reducing Action A 

------------------------------------------------------------------------------
63-15 Flammability A(?) 

--------------------------------~---------------------------------------------
63-16 Explodability A 

63-17 Storage stability DG 

63-18 Viscosity NA 

63-19 Miscibility NA 

63-20 Corrosion Characteristics DG 

•
-21 Dielectric Breakdown Voltage NA 

---=========================================================================== 

A Acceptable 

W Waived 

NA 

DG 
A(?) 

Not Applicable 

Data Gap 
Acceptable with 
Reservations 

Reviewer ----------------------------

Section Head ·-----------------------

Date: 



*Confidential Statement of Formula may be entitled to confidential treatment* 

ATTACJIHBN'r-1 

DP BABCODE 0196505 SUBMISSION S452561 REG. No. 432-TTO CHEMICAL 
097805 Deltamethrin PRODUCT Oeltamethrin 4% Collar COMPANY Roussel 
Ucla£ Corporation. 

61-1. Product Identity & Disclosure of Ingredients 
MRID No. 428935-01) 



( 

'ATT'ACBKINT-1 Cont4 •• ,, 

DP BARCODE 0196505 SUBMISSION S452561 REG. No. 432--TTO CHEMICAL 
097805 Deltamethrin PRODUCT Oeltamethrin 4% Collar COMPANY Roussel 
Uclaf Corporation. 

61-2. Description of Beginning Material & Manufacturing Process 
(MRID No. 428935-01) 

Manufacturing Process: 
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ATTACHMENT-2 

DP BARCODE D196505 SUBMISSION S452561 REG. No. 432-TTO CHEMICAL 
097805 Deltamethrin PRODUCT Deltamethrin 4% Collar COMPANY Roussel 
Uclaf Corporation. 

Series 62. (MRID No. 428935-02) 

62-1. Preliminary Analysis This product is not produced by an integrated 
formulation system, therefore, preliminary analysis is not required 
[40CFR§158.170]. 

~2. Certification of Ingredient Limits 

See the CSF given in Series 61-1. 

62-3. Analytical method to verify certified limits: 

Determination of Deltamethrin in collars: 

the_amount of the AI in the collar is determined by using reversed phase HPLC 
system. A portion of the collar is sliced into very thin crossections, then 
extracted(using a Ultrasonic bath) with acidified acetonitrile. The solution 
was then filtered and injected into stabilized HPLC system. Results are quan
tified using peak area measurements with an external standard • 

• 
uitable liquid chromatograph equipped with a UV detector and electronic 
egrator was used under isocratic conditions: 

Column: Supelco LC-18, 25 em length, 2.1 mm ID, 5 micron particle size. 
Detector: 254 nm(UV wavelength) 
Mobile Phase: 80% Mobile phase A[mix 99.8% acetonitrile and 0.2% glacial 
acetic acid and filter through 0.22 ~ Nylon 66 filter and degas] 

20% Mobile phase B[ mix 99.8% deionized wtaer and 0.2% glacial acetic acid 
and filter through 0.22 ~Nylon 66 filter and degas]. 
Flow Rate: 0.35 ml/ min. 
Chart speed: 0.5 cmjmin. 
Run time: 20 min. 
Sample loop volume: 5 ~1 
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ATTACBMENT-2 Contd •••• 

DP BARCODE 0196505 SUBMISSION S452561 REG. No. 432-TTO CHEMICAL 
097805 Deltamethrin PRODUCT Deltamethrin 4% Collar COMPANY Roussel 
Uclaf Corporation. 

Series 62. (MRID No. 428935-02) 

Calculations: 

• 
% Deltamethrin = 

Asaq>Le X X 

Astd X 

Asaq>Le = average peak area of deltamethrin in sample chromatogram 

Astd = average peak area of deltamethrin in reference standard chromatogram 

Wstd = weight of del tamethrin standard 

Wsaq>Le = weight of collar sample 

tit = % purity of deltamethrin standard • 

.. 
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• CHEMICAL NAME/PESTICIDE CHEMICAL CODE (PCC) 

REQUEST FORM• 

- t: li!fe.fr"" rs:rv F- ~ 
J 

REQUESTOR. NAME:_-=S::..:H~'1,.(,.1., ftr:1..!..:.,;;..!.-...:.:B::.:..· .....:I'A..:...:..:..:A~T:....;H_:.._u.:_~,;;,_----::~ REQUEST DATE:E::..f~ :1:J 
TEL:(_),3ei 'il7f OR.G.: Pqs/RS(liCP ROOM: __ MAIL CODE: H 1 >'t'.s.-w 

(tiV../IL/SEC.) 
CSF ATTACHED: 

g-~ If CSF is attached complete Item A and the chemical na1ne in Item B. 
If CSF is not attached complete Items A through C. 

A. INFORMATION REQUIRED: 
tfCMM Apfllcolllo CcllfO!'f 
0 Provide PCC and Tolerance Exemption Status For Food-Use Inerlt lngredient(s) 
Til Prtmde PCC for Non-Food Use Inert Ingredient (s) 
tJ Provide PCC for Active lngredient(s) 
0 Provide PCC for Dye 
0 Determine i( Fragrance is Acceptable for Use in Formulation 
0 Other (DeiiCribe):. ______________ , _______ _ 

B. INGREDIENT INFORMATION: 

C. PESTICIDE PRODUCT INFORMATION: 

EPA.R.eg. No.,IFile Syrnbol: 412;\T o ProductName: pe.Q-kWie J'-(;.,...,·"1 '-t"l. Golla. Y 

ltegistrant: ((,aa.HH I U,!elf <hxi'rt ,:J.t..tb Food·Use Pesticide: 0 YES~ NO 
Pereent in Formulation (For Fragrance/Dyes only): _..;.4; __ _ 

•once completed, this fonn may be entitled to treatment as' CBI under st!ctlon 10 of FIFRA~ If so, d 1-~ FIFRA 
CBI cover should ·be affixed to the request form and the document handled .accordingly. 
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. · When Fegistr~tldns are xr~ferred from one comPany to ·a 
second company, all restrictions, data requirements, conditions 
(suspensions),· and deadlines existing on the registrations are 

·· transferred with the registrations . : The' n1~W COmpany ·is 
.responsible for adhering · to or c<;)Inplying w:ith all such ... , - .... ~ 
.restrictions, etc;. on _ th~ · acqu.ire'd P.rC?duct:~. · . . • 

0 ~ • • • • \ • •• • : ~ .... '"': ~~;-- - ... ..._ • • ! • .,. • ,..,. .. , - ~ .. • • ~ .1 ·~. ~ '"':...... . • • to" : 

-: . . ·.:.-}· In :regard to deadl1pes , .. t}?.e transfereE! company ·is .. ": ·.~·-: .. . 
: . responsible for submitting all .required dat:a according : to .. :the····; .... : _.~· ~·!;·.,;1;e~-· 

. ' : ·.-. sched~~e~. already ~·estab~:i.slied tor ,.the .a:~qU.:Ilred :Produc~ ._' : :_:_Failure "'r 
; ·_-tg !do ··.so ·will ···result ·::in . the ·-issuance: bf a ·~rotice· of· Intent :to· ·--~~~~:::~-.. 

• J'. ' • .. .. • • ' • .. • ... .. ... , 

. • . . ··, ~uspend .. ·..; ~eque~ts ··fr_am .. _transf.eree ·comp~e!s for ad~_tio~ _ti.me 
, ··· ·~:· ~- ~submit,::·. becaus~ ~they. acquirec:t · t~~ regi~t:ration {s) a~t~r ::~e ·;_ 
W ··· : ··3 (c) ·(2}' (B) .request -·was 1ssued w1ll ·not be grranted. · If a ~~ .... ~·.-· 

·:. ~ - .;:. .. : -: .. trax;ts~er~e\ .company·_;has ~othe_r ·.valid·:.'reasQns ~or delay~ -~ ·,·;he ~·'~tJw...-~;.:~~~Ji¥.!. 
·:. · ~:: -:-- . ~ .. testing ·!'hich_ were 'cle~~y- outside o~.,-: ~~il:· -control,··t~th~; 

... ... ~.- ~;requests for time _extensions will ' be .considered 1in·. ac:~~~::~~t~~~!.<~a.f~:::::-;:~ 
._ ~ ·: .. ._t:• with the :established ··procedures. · Transfers occurring ··while 
·· ::.. · ...:t~ 3 ·cc> .(2) J~) . r7ques_t ~·is:· be~ng l:s~ued · ~r ·d~_#ing the. 9P·.dcly~, ·· 

.. ,... .·· ~ime .~·~e ~ubJect .to the -:same ·•condi~~ons . ~ressed- above.· ~tt_.;:,=,~~~»;i~~:t~~~j 

.._ .. t..'":'-'.::-'-4"'- •.: . ..ck~ ,.·~ ... .:.,{-\.1,.,. .. ·* · 4 )·~_1.:;,.:..;;t:~ !; ""'"•- •, : ·~ · .• -"'·.:-~ • . .• ta .. - ,..: ,~-~~~!!;':~:"~~~;~ 
·~t' #·~~"'::., • "~;.- ...._...., ... ~v_.. · -t:-· , .. ·.. ... ; :-: .. tf:.:r?z:1~~'f.~ ·~-.. . _, .. .. • . .... • ., ~-~-~·,. ~-{ ~"'L - , . • .- ~ .,.., . ~~ p 

>L .- _. · ~;,_}'.~~\}7'.,:: .. ;Regist:r:ati_on ·~is-:;;:i.ii· :no'· way 'to. pe~construed · as ,an endo~s-~:~:....-,~"'·"' 
-!.>r ··. ~s:·.or,.._approval·~of ·-:..thes~}prc;xlus~s.,.by the ,Ag~cy . : .:In order to.~prptect :~~r:-~· 

• •· ~-T~~ .. ~ ~ •• :. ~ ;.:~ he~.th ;anq. ;Eh~. .enviromfie~t, ~~_the .-Adm~n~,S trattSr·, · on '·h~s_.' -motJ .. on ~may 
: ·~ ... :, ~· t: · ).~t· any .ttinle_ suspend ·.or.i~c~+,_.~e - r_!!gl_st~~:ion: o.f ·a ·pes 

.:.~-~-~~:{';~·: ·!·accordance •with .FIPRA·!~~:-:.-9f-M.~~1:.i~~-<?":~.\ . -;·--;:, - .r- .~ .f' 
.. ~ ::..~.;.. :""' . .d;,3'ia. - "' "" ~ ~,.., '· .... ~Y"...o.:·:~~ .,~~~~~ ..,;·.-~-~-~ .... !· -r---:c~ ; · 7~·:-..,:.J'.::,~"~tr$:-!'•.~t - ~~,...:. ~ .. ;o35.'.:'~~-~~....-~~~·r~_,~~7..._,~;~h~H~·~:... ·~'·''-"~'"" 

,_. ~ _ ... • .... ~.. . 4:'.1-~~ .. ,:-.... - ~ ) ~,..c.; ·.: ... _. -; .... !- .... --:>-'f'~ t\ ~ -.... .-~"":,:y·-"-"'v • ._ ... • 

· · -~~. ~ ~:-1~~!~:::-=S~ By ~~py n.O~ -.~~~- .11etter ~-w.~::·~e ~inf<)~ng . 
(.{; Enviroom~ntal · Health, • Inc.~}~,.;~; :,(of ,~these .. ch90gE!S .: ·:- · 

:-~~~_question~ · ' ~ this ~ ·· • · · · ·· oct~i~·· 
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A\ United Sas Environ1119ntal P.rolsclion Ag_sncy 

"I ~~., EA~ Office of'Pesticlde Programs (H7505C) • 
~ashii)Qton. oc 20460 

Application for Pesticide: 

1. Company/Product Number EPA Product Mana,ij9r 

201011 
3. Proposed 

432 
4. Company/Product (Name) 

Deltamethrin 4%• Co 

PMI GJ None 0 Restricted 

5. Name and Address of Applicarit {Include ZIP Code) 

Roussel Uclaf Corporation 

13 
6. ExpGdltod Rovl••w. In accordan~ whh FIFRA Section 3(c)(3) 
(b)(i), my·product is similar or identical in composition and labeling 
to: 

95 Chestnut Ridge Road 
Montvale, NJ 07645 EPA Reg. No.____,:·_· ----~· ..::.· .:...·..,...__-·=-· _...;,....;~!'!li-<-"-' ........ ~,...;;· f;.;l,f_· _ 
0 Checl< if this is a new adc!ress Product Name __ 

Final pnnted labeis in response to Amendment - Explain below 
Agency letter d•ated,__ _______ __:= ;__----· 
"Me Too• Application. 

Resubmission in response to Agenc~ letter dated. __ __.....:......__ 
,... 

Notification -Explain below. :j1 
Other:.explain below .. 

Explanation: Use additional page(s) if necessary. (For section I and Section 11.) 

Section m 

L!J No Glass 
oves ~~:S~c 

~=---------+=~-------·-~ • Paper 
If *Yes,· No. per II"Ves," No. pet Other tspectlYL---.:::...,:.,~~--1 
Unit Package wgl container Package wgt. container •· 

4. Size(s) o.f Retail Container 

••• 
Sharon M. Johnston Registration Speciaclist (201) 307-9100 •• • 

Certification 
I certify that· the statements I have made on this fonn and all attachments thereto are true, accurate and comple1B. 
I acknowledge that any knowingly .false or misleading statement may be punishable by fine or imprisonment Qr 
both under a.ppficable law. 

ec:hlist 

M. Johnston August 11, 1993 

are 

•• • • • • ••• 
• 

• •• • • • •• •• 
• • • • • •• •• 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

r-lff~!" REDUCTION ACT .. OJICE: P_ublic reportfnt l:iurdln for -this colleetton of infol"'lllltion ts nti•ted 
to avs:r • • h · per response, ineludf,., ti~~J for reviewint fnsti'UCtklnl, seerchfne exlatfno data sources, setherl~ and 
11111intaining the dllte needed, and g~leting and reviewing the collection of tnfonnation. Send c011111enta ~ina the l:iurden 
estimate or any other aspect .of this collectfon of lnfonnatfon, fneludfng ·aUQOesttons for redUcing this I:IUrden, to Chief, 
lnfonnetlon Pol fey· Branch, PM-223, u.s. Envlronnental Protection Agency, 401 M Street, S\11 Washington, DC 20460; end to the 
Offife of Information and Regulatory Affairs, Office of Manaoe-nt and ~et, llashington, DC 20503. 

INSTRUCTIONS: This fom is to be used for al\ applfutfone for nev r~lstr41tf.on, end use reregistration, amencinent, 
resubafssion, to applications for notiffcationa, final printed labeling, reregistration, etc. In order to process an 
application for • new registration submitted on this for~~, the fo_llowtng Mterlal aust accarpany the application: 

1. Certification with Respect to Citation of Data (EPA FOI'II 8570·29). [I f not exe-.pted by 40 CFR 152;81 (b) <4>1; 
2. Confidential Statement of Fon.ula (EPA Font 8570·4>; 
3 . Fol"ftti.Jlator•s Ex~tlon State.ent CEPA Form 8570-27>{ 
4. Five copies of draft libeling{ 
5. Three copies of IJilY data aublttted.;~ 
6. Authori zation letter where applicable; 
7 . Matrices where appl feeble. 

Sl.taissfon of L.abelfng - labeling should first be Slbwitted in the fo111 of draft labels wi th all applications for new 
re9istration. Such draft labels NY be in the fo,.. of .typed Lebel text on a.s x 11 inc:h peper or a IIIOC~ of the proposed 
label. If prepared as a IIOCk~, It should be constructed In su::lt a •Y .s to fecit I tate storage in an a.s x 11 fnc:h file. 
Mockup labels signfficantly Stllaller than 8.5 ~ ,, lnehes should be ..xllted on ~.5 It 11 lnctl peper for sl.blission . 
SI.Diuign of Data - Data .slb!lltted In support of thts application llat be IIJ:IItltted in accordance with ~ Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please rucf the instructions Listed belaw before cG~pleting this application. First 
deter~~ine the type of registration act ion, listed in Block A, for Which you are sut.ittil'l8 this application.• For 
applications slbnitted in c:omection with New Registration actions, Sections I, 111, end IV ftiSt be C:OII'f>l~ted by the 
applicant. For appl icat tons sl.b!litted In connection wfth anended registration actions, rn\baisalons, notifications, 
reregistratipns, etc., Sect ions I, 11, and IV nust be c~leted by the applicant . 
Block A - Check the appropriate action for Whfch voY are S\blittfng this fom: 

SECTION I - This section rust be ~Leted, as applfcabl_e, for all registration actions. 
1. CGipany/PT'OilJct lulber - Insert your ~ IIUiber, if one hlia been assigned by EPA. Thfs nul'ber may have been assigned 

to you as~ basic: registrant, a dlatrlbutor, or as an establish.ent. If your product is r~istered, Insert the Product 
lUber. 

2. EPA Product~ - If known, ffll In the name and PM _I"UUbr 9f the EPA Product Manager. 
3. Proposed cl-.ificatlon - Specffy ~he proposed clasaiffcatfon of tMs prodJct. 
4 . ProcU:t N.e- Enter the c~lete prodJct nawe of this pesticide as it will appear on the label. The 1'181111! IIIJSt be 

specific to this proclJc:t on~y. Dupl fcation of !'lilieS is not pentitted among products of the same c~ny. Oo not include 
erry brand Mille or COIIflllllY lf ne des i .;net ions • · 

5. ._ and Addraa of AA»t h:ant - The name of the f i"' or person and address shown in yOUr sppl i c:at f on is the person or- f i r11 
to wh011 the registration wi ll be fasued. If you a re ectin; in beflalf of another party, you lUSt slblit authori~atiQ'\ frc.. 
that party to act for them in registration •tters. An applicant not residing in the United States RSt have an 
authorized agent residing in the United Statea to act for t.h• in all r~istratfon tlltters. The,_ and c~lete IIIBilfng 
address of such an agent lUSt ace~ this application. 

6. Expedited IMW- FIFRA section 3 (C) 3 (8) provides for expedited review of spplications for registration, or aencilllenu 
to existing registrations, that are ·si•flar or identical to other pes~fcfde prQducts that are currently registered with 
the EPA. ln ordltr for your application to be eligible for expedited review, you ... t provide us with the EPA R~istration -
Nl.lltler II'Wd procU:t 01111e of the prockJct yOU believe is s l•flar to or Identical to youl' proc1Jct. The procu:t aJSt be 
similar or identical In both fornulation and labeled \1Se8. 

SECTION II - Th fs sectron IIUSt be ~leted for all applications sublftted to .-d the registration only of a currently 
registered procliet (~t), for • resubaisslon fn resporse to., Agency letter, for notifications t:o the Aoeney, for the 
s\Difssfon of final printed label Ina, for reregistr-ation and for_, other action that pertains to a specific: m · resistered 
~. Thia section is !l2! !g Q! used for a new application for r.eg1stratfon. 
t. s..taject of -...halon- Check. the appl icable block. and provide t~Agency letter date if &flPI"opriate-. Pr~vide e brief 

explanation of the purpose(s) for the slbftission, suet~ as •tile ed!Htion of a sHe, pest or crop (specify>"; 1111Mrld the 
Confident ial State.ent of Formula by ••• ~; wrereglstretfon SUbaissfon-; general label revision of use directions." At t ach 
a separate page I( additional spece is 'needed. , 

SECTION IU.CPackaging and Container Information) - Thfs Section naJSt be CC!IIfl,cted for all applications 
sublitted in cchlectiort with'*~ registration or applicable aNnchents. · 
)"::fwe af PMitaltna - Check 'the appropriate bloc~ If your proci.let wfU be packaged to the Indicated packaging types. 
• lndtcate ffv' 1tfe of- the indivick.lal packets and I"UUbr per retaH cOfltainer . . 
i!4 .,.. of letail 'Contafnet - Indicate type of c:ontafner fn wt!ich prodJct -wfl''t W·11111rlteted. 
~ • .&:ocatiGn of 11-t content• - !lpecffy the net eontet)ts of •aH retail contafnera f.or your product . 
4 .. \iiJ<•.) otM•O. container ~ Specify the net contents of all : retell. contatntrs ,for your pradoet. 
i. Location of Uae'OireetiOIW- Indicate the loution of the use directions for your proci.let. • 
6:~ f" Wli• lal it affixed to procllct - Indicate the ~~ethod QI'OCb:t l~l.la attached t CI retal.l concafner. . . . . . - . . 

ggi'ION xv·lconta.ct Po1ntl - This Sect ion l!LISt be conpleted for~~~ ltegi~t!Or' ~~- - .. ~. 
nw products rntst,retion, resutmission, 1111e•too, 11 -reregistrati<ln, etc. ~~ .~ \~ • .... 
hS .. S.lf-exptanatory. ~ - _ 
• A·~-' Us~ cl!ty: ~ _ 

• • • • • •• •• 
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(4)&EPA 
,J 

\- Company/Product Number 

Uni1ed States Environmental Protection Agency 
Office of Pesticide Programs (H7505C) 

Washington, DC 1.0460 

Application lof Pesticide: ~d 
Registration 
Amendment 
Other 

3. 

20101-1 

4. Company/Product (N8l?'e) PMt (iJ None 0 Restricted 

Deltamethrin 4% Collar 
5. Name and Address of Applicant (Include ZIP Code) . 6. Expedited Revl•ew. In accordance with FIFRA Section 3(c)(3) 

(b)(i), my product is similar or identical in composition and labeling 
to: Roussel Uclaf Corporation 

9~ Chestnut Ridge Road 
Mon~vale. NJ 07645 EPA Reg~ No·--~--------------
0 Check if this is a IMiiW address Product Name __ 

Final printed labels in response to Ame~~ent- Explain below Agency letlerdat&d!__ __________ _,.....,...__. 

Aesubmission in response to Agency letter dated. _____ . 
"Me Too" Applic:alion. 

Notification - Explain below. 
Other- explain !below. 

Explanation: Use additional page(s) If neoessary. (For section I and Section II.) 

Sharon M. Johnston 

Section Ill 

No. per 
container 

Water Soluble Pacl<aglng 

O '(es 

l!JNo 
If •ves,' 
Padulge wgt. 

4. Size(s) Retail Container 

Re&istra~on ~ecialist 

Certification -
I certify lhat the statements I have made on this form and·allattachments thereto are true, 8.CCIUrate and complete. 
I acknowledge that any knowingly false or misleading statement may be punishable by fine c1r Imprisonment or 
both under appHcable law. 

3. Title 

Registration i s t 
5. Date 

August 11, 1993 

•• • • • • •• • 
• 

• •• • • • ·-· • • • • • •• •• 
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Formulator's Exemption Staternent 

Applicant's Name and Address: EPA File Symboi/Registrathon Number: 432· -r-rb 

Roussel Uclaf Corporation 
95 Chestnut Ridge Road 
Montvale. NJ 07645 

Product Name: Deltamethrin 4% Collar 

Date o1 Confidential Statement of Formula: August 11. 1993 

As an authorized representative of the applicant for registration of the prodt;ct identlfied above, I hereby certify that: 

(1) This product contains the following active ingredient(s): 

(2) 

deltamethrin 

Of these. each active ingredient listed in paragraph (4) is present solely as the result of the incorporation into 
the product (during iormulatlon or packaging) of another product whtlch contains that active Ingredient , which 
is registered under FIFRA Section 3, and which is purchased by us from another product. 

(3) Indicate by checking (A) or (8) below which paragraph applies: 

(A) An accurate Confidential Statement of Formula (EPA Forrn 8570-4) ior the above identified product 
is attached to this statement. That formula statement Indicates, by company name, registration 
number, and product name, the source of the active ingredlent(s) listed in paragraph (1 ). 

OR 

0 (8} The Confidential Statement of Formula (CSF) (EPA Form 8570-4} referenced above and on iile 
with the EPA is complete, current, and accurate and contains the information required on the current 
CSF. 

(4) The following active ingredients in this product qualify for the formtulator's exemption. 

Source 

Active Ingredient Product Name Registration Number 

deltamethrin -
• ••• • •• II • • 

I. I • 
• • 

7L!fo-
Name and Title Date II I 

I 

• • • 
Sharon M. Johnston August 11 , tSS3 • • •• 

Registration Specialist • • • . . ' 
••• 

•• • • 
•• • • 
• • • 

/ • • ••• . , • • •• • •• • • • •••• 
• • • • • •• ·~51 

•••••• • • •• •• 
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Certification with Respect to Citation of Data 

Applicant's Name and Address: 

Roussel Uclaf Corporation 
95 Chestnut Ridge Road 
Montvale, NJ 07645 

EPA File Symbol/Registration Number: 432- 1 I 0 

Product Name: Deltamethrin 4% Collar 

Date of Application: August 11, 1993 

NOTE: If your product is a 100% repackaging of another EPA-registered product that you purchase, and is labeled 
for the same uses, you do not need to submit this form. You must submit the Formulator's Exemption Statement 
(EPA Form 8570-27). 

1. This application is supported by all data submitted or cited in the application. In addition, if cite-all options 
are indicated, this application is supported by all data in the Agency's files that concern the properties or 
effects of this product that is identical or substantially similar, and that is one of the types of data that would 
be required to be submitted if this application sought the initial registration of a product of identical or similar 
composition and intended uses under the data requirements in effect on the date of approval of this 
application. (Check the appropriate boxes, in items 2 and 3 below, that pertain to your application.) 

2. I certify that, for each study cited in support of this application for registration that is an exclusive use study, 

Of'(_ I am the original submitter*; or 

e 0 I have obtained the written permission of the original data submitter to cite that study* 

3. I certify that, for each study cited in support of this application for registration that is not an exclusive use 
study: 

a. ¢...._ I am the original data submitter*; or 

b. 

Signature: 

Signature: 

D I have obtained the written permission of the original data submitter to cite that study*; or 

D I have notified in writing the companies that have submitted data I have cited to support this 
application and have offered to: (a) Pay compensation for those data in accordance with 
section 3(c)(1)(D) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and Rodenticide Act 
(FIFRA); and (b) Commence negotiations to determine which data are subject to the 
compensation requirement of FIFRA and the amount and terms of compensation due, if any. 
The companies I have notified are: (Check one) 

D All companies listed on the Pesticide Data Submitters List for all active ingredients 
contained in my product (cite-all method or cite-all option under Selective Method*). 
(Also, sign the General Offer Statement below.) 

D Those companies that have submitted the studies which I have cited (Selective 
method*) 

* A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required under the 
cite-all method.) 

Name and Title: 

Sharon M. Johnston 
Registration Specialist 

Date: 
• ••• 

f-/1- 7~. 
••• 

• • eneral Offer to Pay: I hereby offer and agree to pay compensation to other: • • • • • 
persons, with regard to the approval of this application, to the extent required. • • • 

Name and Title: Date: 

• • • ••• 
• 

• •• • • • •••• 
• • 
•••• 

•••••• • • • • • 
• ••••• • •• 
••••• • • ••••• 

• 
• ••••• • • •• 
•••••• • • •• •• 
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DATA aiRMENT LISTING FOR THE SELECTIVE METHO-SUPPORT 

1. Product Name: 2. EPA Reg. No./File Symbol: 3. Formulator's Exemption Selected: 
4. Page _1_ of __L 

Deltamethrin 4% Collar 432- \TO 
YES X NO 

5. Applicant's Name and Address: 6. Application for Registration Dated: 

Roussel Udaf Corporation __illL/_11_1~ 
95 Chestnut Ridge Road MO. DAY YR. 7. Name of Active lngredient(s): 
Montvale, NJ 07645 Deltamethrin 

8. DATA REQUIREMENTS 9. SOURCE OF DATA SATISFYING REQUIREMENT 
10. 

aa. 8b. 9a. 9b. 9c. 9d. 9e. 9f. MRID Number, 
Regulation Submitted Submitted Permission N.A. or EPA Accession 
Part 158/ Name of Test By Date by Another Letter Public Waiver or Other Number or Other 

Guideline No. Applicant Submitted Person/ Firm Endosed Literature (Explain) EPA Identifying 
(name) Number 

§158.150 PRODUCT CHEMISTRY 

61-1 Chemical Identity X 08-11-93 

61-2 Begin. Materials & Manufacturing Process X 08-11-93 

61-3 Discussion of Formation of Impurities X 08-11-93 

62-1 Preliminary Analysis NA (formualtor's exemption) 

62-2 Certification of Ingredient Umits X 08-11-93 

62-3 Analytical Method to Verify Certified Umits X 08-11-93 

63-2 Color X 08-11-93 

63-3 Physical State X 08-11-93 

63-4 Odor X 08-11-93 

63-5 Melting Point NA (formulator's exemption) 

63-6 Boiling Point NA (formulator's exemption) 

£3-7 •• Oinsi~,.ijulk De~sity or Specific Gravity X 08-11-93 

• . . • • •• §.lubm¢' • • • NA (formulator's exemption) 463-Bt • I • • ••• 
••• • • • · . 

• • • • • • ••• • • • • • • • •• •• • •• •• • • • • • • • • • • • • • • •• . •• • •• 
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1. Product Name: 

Deltamethrin 4% Collar 

5. Applicant's Name and Address: 

Roussel Uclaf Corporation 
95 Chestnut Ridge Road 
Montvale, NJ 07645 

8. DATA REQUIREMENTS 

Sa. Sb. 
Regulation 
Part 158/ 

Guideline No. 

§158.150 

63-9 

63-10 

63-11 

63-12 

63-13 

63-14 

63-15 

63-16 

63-17 

63-18 

63-19 

••• • es--2:·. 
e e e I . ··- . 

• • • • • • •• •• • • • • • • • • •• •• 

Name of Test 

PRODUCT CHEMISTRY (Cont.) 

Vapor Pressure 

Dissociation Constant 

Octanoi/Water Partition Coeffecient 

pH 

Stability 

Oxidizing/Reducing Action 

Flammability 

Explodability 

Storage Stability 

Viscosity 

Miscibility 

CorrOSion Characteristics . . . ... 
!l~~ Breal«:lOMl \Aoltage • • • • •• • • •• • • • 

• .. • ••• • • • • • •• •• • • • • • • • • • • • • • . 

DATA -lAMENT LISTING FOR THE SELECTIVE METHO.UPPORT 

2. EPA Reg. No./File Symbol: 

432- Ti"'O 

3. Formulator's Exemption Selected: 

YES X NO __ _ 

6. Application for Registration Dated: 

08 I 11 I 93 
MO. DAYYFt 7. Name of Active lngredient(s): 

9. SOURCE OF DATA SATISFYING REQUIREMENT 

9a. 
Submitted 

By 
Applicant 

X 

X 

9b. 

Date 
Submitted 

08-11-93 

08-11-93 

9c. 
Submitted 
by Another 

Person/ Firm 
(name) 

9d. 
Permission 

Letter 
Enclosed 

Deltamethrin 

9e. 

Public 
Uterature 

4. Page _£_ of _.L 

9f. 
N.A. or 

Waiver or Other 
(Explain) 

10. 

MAID Number, 
EPA Accession 

Number or Other 
EPA Identifying 

Number 

NA (formulator's exemption) 

NA (formulator's exemption) 

NA (formulator's exemption) 

NA (not dispersible with water) 

NA (formulator's exemption) 

NA (does not contain combustible 
liquids) 

NA (PR Notice 92-5) 

NA (not a liquid) 

NA (not an emulsifiable concentrate) 

NA (not corrosive) 

NA (not for use around electrical 
equipment) 
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DATA .lAMENT LISTING FOR THE SELECTIVE METHO&UPPORT 

1. Product Name: 2. EPA Reg. No./File Symbol: 3. Formulator's Exemption Selected: 
4. Page_Lof...L 

Deltamethrin 4% Collar 432-Ti'O 
YES X NO 

5. Applicant's Name and Address: 6. Application for Registration Dated: 

Roussel Uctaf Corporation -~._I...1LI...&,. 
95 Chestnut Ridge Road MO. DAY YR. 7. Name of Active lngredient(s): 
Montvale, NJ 07645 Deltamethrin 

8. DATA REQUIREMENTS 9. SOURCE OF DATA SATISFYING REQUIREMENT 
10. 

Sa. 8b. 9a. 9b. 9c. 9d. 9e. 9f. MAID Number, 
Regulation Submitted Submitted Permission N.A. or EPA Accession 
Part 158/ Name of Test By Date by Another Letter Public Waiver or Other Number or Other 

Guideline No. Applicant Submitted Person/ Firm Enclosed Uterature (Explain) EPA Identifying 
(name) Number 

§158.340 TOXICOLOGY 

81-1 Acute Oral LD50 - Rat X 07-09-93 . 
81-2 Acute Dermal LD50 - Rat/Rabbit X 07-09-93 

81-3 Acute Inhalation LCM - Rat X 07-09-93 Waiver Request 

81-4 Primary Eye Irritation - Rabbit X 07-09-93 

81-5 Primary Dermal lnitation X 07-09-93 

81-e Dermal Sensitization X 07-09-93 

81-7 Acute Delayed Neurotoxicity - Hen NA (not an organophosphate) 

86-1 Domestic Animal Safety X 07-09-93 

• •• • ••• • • • • • • • • • • •• • • • • • • • • • • • • • • • •• • • • • • •• • • • ••• • • • • 

• • • • • • ••• • • • • " • • •• •• • •• •• • • • • • • • • . • • • • • • • • • • • • •• •• • ..;. ... 
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.. 

DELTAMETHRIN 4% COLLAR 

FLEA & TICK COLLAR FOR DOGS 

.J 

.J 

.J 

.J 

.J 

.J 

.J 

.J 

.J 

.J 

" 

GUARANTEED WATER PROOF 
KILLS FLEAS FOR 11 MONTHS 
KILLS TICKS FOR 7 MONTHS 
NEW MOLECULE - FIRST COLlAR FORMULA TED WITH 
PYRETHROID 
ODORLESS 
FITS DOGS WITH NECKS UP TO 21• 
GUARANTEED OR YOUR MONEY BACK 
ONE OF THE LONGEST LASTING FLEA 
& TICK KILLERS AVAILABLE FOR USE 
ON DOGS 
WETTING WILL NOT IMPAIR COLLARS 
EFFECfiVENESS 
MAY BE WORN WITH REGULAR COLLAR 
PATENTED INSECDCIDE RELEASE TECHNOLOGY 

ACTIVE INGREDIENTS: BY WEIGHT 
Deltamethrin. _________________________ 4.00% 
Inert Ingredients 96.00% 

• (s)-alpha-cyano-3-phenoxybenzyl-(1R,3R)-3-
(2-2dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate 

CAUTION: Keep out of reach of children 

See Side Panel for additional Precautionary Statements 

100.00% 

• ••• 

NET CONTENTS: 1 Collar 
NET WT. 1.1 oz 

• 

• 

•• 
•• 

• 
• • • 

• 
• 

• 

•••••• 

EPA REG. NO. 432-

Roussel Uclaf Corporation 
95 Chestnut Ridge Road 
Montvale, NJ 07645 

EPA EST. NO. CODE 

• 
•• • • • • •• • 

• 
• • • • • • •••• 
• • • • • •• •• 

\ 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• 
•••••• • • •• 
•••••• • • •• •• 



157

Page 2 of 2 

DELTAMETHRIN 4% COLLAR 

FL~ & TICK COLLAR FOR DOGS 

GUARAN'IFED 11 Month Flea KiUec 
GUARAN'IFED 7 Month Td KiUec 

Deltamethrin 49£ Collar provides full season, 11 month flea killing power (and 7 month protection against ticks). It's guaranteed! 

PRECAUTIONARY SfA'IEMENTS 
HAZARDOUS TO HUMANS AND DOMESI1C .ANIMAlS 
CAUTION: 
Do not open protective pouch until ready to use. Do not allow children to handle this collar. Harmful if swallowed or absorbed through 
skin. Avoid contact with eyes, skin or clothing. In case of contact, immediately flush eyes with plenty of water. Immediately get medical 
attention if irritation persists. Do not use on sick or convalescing dogs. Do not use this collar on puppies less than 12 weeks of age. 

STATEMENT OF PRACTICAL TREATMENT: If swallowed, call physician or Poison Control Center. H in eyes, flush with plenty of 
water. Get medical attention if irritation persists. It is not advisable to use this collar or similar pesticides on puppies less than 12 weeks 
of age. 

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Do not use on sick or 
convalescing dogs. Other pesticides are not necessary and therefore should not be used on dogs while collar is worn. 

DIRECITONS FOR USE It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 
Deltamethrin 4% Collar contains Deltamethrin insecticide, one of the longest lasting flea and tick killers available for use on dogs. The 
Deltametbrin 4% Collar has been specially formulated using patented insecticide release technology. Because of the long duration of 
activity of the Deltamethrin 4% Collar, maximum effectiveness may not occur for 2-3 weeks after collar placement. Initial use of collar 
is to be in conjunction with dip or dust. Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are present in the dogs 
environment that may reappear on your pet will be killed. Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus), 
American dog tick (Dermacentor variabilis) and deer tick (Ixodes scapularis) which may carry Lyme disease. Ticks appear on dogs in 3 
stages. In the 1st two stages, ticks are smaller than a matchhead and are difficult to see. The collar will also control these immature stages. 
This collar provides effective tick control for up to 7 months. If ticks are a problem, this collar should be worn continuously. 

Place the collar around dog's neck, buckle and adjust for proper fit. Cut off close to the buckle and dispose of excess length by wrapping 
in newspaper and placing in trash. The collar must be worn loosely so that two fingers may be placed between collar and dogs's neck. 
living and rest areas of pet must also be treated with appropriate pest control measures to ensure control of pests. Dogs should be 
examined from time to time and the collar replaced when mature flea or tick populations begin to reappear. Wetting will not impair the 
collar's effectiveness or the pet's protection. If the dog goes swimming or is out in the rain it is not necessary to remove the collar. 
Replace when effectiveness diminishes. Deltamethrin 4% Collar may be used in addition to regular collar. Use only one flea collar at 
a time. 

STORAGE AND DISP()SAJ..: Store in original, unopened container, away from children. Do not reuse container or used 

collar. Wrap in newspaper and put in trash. 

NOTICE: Buyer assumes all responsibility for safety and use not in accordance with directions. 

ONE SIZE FITS ALlr TRIM TO SIZE 
This collar is designed to fit 99% of all 
dogs. In the rare instances (for example, 
well developed St. Bernards or Mastiffs) 
the collar may be short. If found short 
for your dog. return to the address on 
top panel of box for full purchase price 
refund. 

• • •• • 
•• • • • • ••• 

• 
• • •••••• • 
••• • • • ••• 

• 
• •• • • • •••• 
• • • • • •• •• 

• ••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• 
•••••• • • •• 
•••••• • • •• •• 
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DELTAMETHRIN 4% COLLAR 

FLEA & TICK COLLAR FOR DOGS 

..J 

..J 

..J 

..J 

..J 

..J 

..J 

..J 

..J 

..J 

..J 

GUARANTEED WATER PROOF 
KILLS FLEAS FOR 11 MONTHS 
KILLS TICKS FOR 7 MONTHS 
NEW MOLECULE- FIRST COLLAR FORMULATED WITII 
PYRETHROID 
ODORLESS 
FITS DOGS WITH NECKS UP TO 21" 
GUARANTEED OR YOUR MONEY BACK 
ONE OF THE LONGEST LASTING FLEA 
& TICK KILLERS AVAILABLE FOR USE 
ON DOGS 
WETTING WILL NOT IMPAIR COLLARS 
EFFECTIVENESS 
MAY BE WORN WITH REGULAR COLLAR 
PATENTED INSECTICIDE RELEASE TECHNOLOGY 

ACTIVE INGREDIENTS: BY WEIGHT 
Deltamethrin ______________________ ..,.--__ 4.00% 
Inert Ingredients 96.00% 

• (s)-alpha-cyano-3-phenoxybenzyl-(1R,3R)-3-
(2-2dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate 

CAUTION: Keep out ofreacb or children 

See Side Panel for additional Precautionary Statements 

NET CONTENTS: 1 Collar 
NET WT. 1.1 oz 

100.00% 

• 

• 

• ••• • 
•• • • • •• • 

• 
• •••••• 

EPA REG. NO. 432-

Roussel Uclaf Corporation 
95 Chestnut Ridge Road 
Montvale, NJ 07645 

EPA EST. NO. CODE 

• 
•• • • • • •• • 

• 
• • • • • • •••• 
• • • • • •• •• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• 
•••••• • • •• 
•••••• • • •• •• 
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Page 2 of 2 

DELTAMETHRIN 4% COLLAR 

FLEA & TICK COLlAR FOR DOGS 

GUARANTEIID 11 Mootb Flea KiUec 
GUARANTEIID 7 Mootb Td KiUec 

Deltametbrin 49i> Collar provides full season, 11 month flea killing power (and 7 month protection against ticks). It's guaranteed! 

PRECAUilONARY STA'IF.MENTS 
HAZARDOUS TO HUMANS AND DOMESI'IC ANIMALS 
CAUilON: 
Do not open protective pouch until ready to use. Do not allow children to handle this collar. Harmful if swallowed or absorbed through 
skin. Avoid contact with eyes, skin or clothing. In case of contact, immediately flush eyes with plenty of water. Immediately get medical 
attention if irritation persists. Do not use on sick or convalescing dogs. Do not use this collar on puppies less than 12 weeks of age. 

STATEMENT OF PRAcnCAL TREATMENT: If swallowed, call physician or Poison Control Center. H in eyes, flush with plenty of 
water. Get medical attention if irritation persists. It is not advisable to use this collar or similar pesticides on puppies less than 12 weeks 
of age. 

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Do not use on sick or 
convalescing dogs. Other pesticides are not necessary and therefore should not be used on dogs while collar is worn. 

DIRECI10NS FOR USB It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 
Deltamethrin 4% Collar contains Deltamethrin insecticide, one of the longest lasting flea and tick killers available for use on dogs. The 
Deltamethrin 4% Collar has been specially formulated using patented insecticide release technology. Because of the long duration of 
activity of the Deltamethrin 4% Collar, maximum effectiveness may not occur for 2-3 weeks after collar placement. Initial use of collar 
is to be in conjunction with dip or dust. Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are present in the dogs 
environment that may reappear on your pet will be killed. Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus), 
American dog tick (Dermacentor variabilis) and deer tick (Ixodes scapularis) which may carry Lyme disease. Ticks appear on dogs in 3 
stages. In the 1st two stages, ticks are smaller than a matchhead and are difficult to see. The collar will also control these immature stages. 
This collar provides effective tick control for up to 7 months. If ticks are a problem, this collar should be worn continuously. 

Place the collar around dog's neck, buckle and adjust for proper fit. Cut off close to the buckle and dispose of excess length by wrapping 
in newspaper and placing in trash. The collar must be worn loosely so that two fingers may be placed between collar and dogs's neck. 
Living and rest areas of pet must also be treated with appropriate pest control measures to ensure control of pests. Dogs should be 
examined from time to time and the collar replaced when mature flea or tick populations begin to reappear. Wetting will not impair the 
collar's effectiveness or the pet's protection. If the dog goes swimming or is out in the rain it is not necessary to remove the collar. 
Replace when effectiveness diminishes. Deltamethrin 4% Collar may be used in addition to regular collar. Use only one flea collar at 
a time. 

STORAGE AND DISP()SAL: Store in original, unopened container, away from children. Do not reuse container or used 
collar. Wrap in newspaper and put in trash. 

• NOTICE: Buyer assumes all responsibility for safety and use not in accordance with directions. • •• • 
•• • • • •• • 

• 
• • 

• ONE SIZE FITS AIL-TRIM TO SIZE 
This collar is designed to fit 99% of all 
dogs. In the rare instances (for example, 
well developed St. Bernards or Mastiffs) 
the collar may be short. If found short 
for your dog, return to the address on 
top panel of box for full purchase price 
refund. 

•••••• • 
•• • • • • •• • 

• 
• • • • • • •••• 
• • • • • •• •• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• 
•••••• • • •• 
•••••• • • •• •• 
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DELTAMETHRIN 4% COLLAR 

FLEA & TICK COLlAR FOR DOGS 

GUARANTEED WATER PROOF 
KillS FLEAS FOR 11 MONTHS 
KILLS TICKS FOR 7 MONTHS 

.J 

.J 

.J 

.J NEW MOLECULE- FIRST COLlAR FORMULATED WITH 
PYRETHROID 

.J 

.J 

.J 

.J 

.J 

.J 

.J 

ODORLESS 
FITS DOGS WITH NECKS UP TO 21" 
GUARANTEED OR YOUR MONEY BACK 
ONE OF THE LONGEST LASTING FLEA 
& TICK KILLERS AVAILABLE FOR USE 
ON DOGS 
WETTING WILL NOT IMPAIR COLLARS 
EFFECTIVENESS 
MAY BE WORN WITH REGUlAR COLLAR 
PATENTED INSECTIODE RELEASE TECHNOLOGY 

ACTIVE INGREDIENTS: BY WEIGHT 
Deltamethrin _________________________ 4.00% 
Inert Ingredients 96.00% 

• (s)-alpha-cyano-3-phenoxybenzyl-(1R,3R)-3-
(2-2dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate 

CAUTION: Keep out of reach of children 

See Side Panel for additional Precautionary Statements 

EPA REG. NO. 432-

Roussel Uclaf Corporation 
95 Chestnut Ridge Road 
Montvale, NJ 07645 

NET CONTENTS: 1 Collar 
NET WT. 1.1 oz 

EPA EST. NO. CODE 

100.00% 

• ••• • 
•• • • • • •• • 

• 
• • •••••• • 
•• • • • • •• • 

• 
• • • • • • •••• 
• • • • • •• •• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• 
•••••• • • •• 
•••••• • • •• •• 
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Page 2 of 2 

DELTAMETHRIN 4% COLLAR 

FLEA & TICK COLLAR FOR DOGS 

GUARAN'IEED 11 Month Flea KilJec 
GUARAN'IEED 7 Month Td: KilJec 

Deltamethrin 4% Collar provides full season, 11 month flea killing power (and 7 month protection against ticks). It's guaranteed! 

PRECAUDONARY SfA'IF.MENTS 
HAZARDOUS TO HUMANS AND DOMES'IlC ANIMAlS 
CAUDON: 
Do not open protective pouch until ready to use. Do not allow children to handle this collar. Harmful if swallowed or absorbed through 
skin. Avoid contact with eyes, skin or clothing. In case of contact, immediately flush eyes with plenty of water. Immediately get medical 
attention if irritation persists. Do not use on sick or convalescing dogs. Do not use this collar on puppies less than 12 weeks of age. 

SfATEMENT OF PRACTICAL TREATMENT: If swallowed, call physician or Poison Control Center. If in eyes, flush with plenty of 
water. Get medical attention if irritation persists. It is not advisable to use this collar or similar pesticides on puppies less than 12 weeks 
of age. 

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Do not use on sick or 
convalescing dogs. Other pesticides are not necessary and therefore should not be used on dogs while collar is worn. 

DIRECTIONS FOR USE It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 
Deltamethrin 4% Collar contains Deltamethrin insecticide, one of the longest lasting flea and tick killers available for use on dogs. The 
Deltamethrin 4% Collar has been specially formulated using patented insecticide release technology. Because of the long duration of 
activity of the Deltamethrin 4% Collar, maximum effectiveness may not occur for 2-3 weeks after collar placement. Initial use of collar 
is to be in conjunction with dip or dust. Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are present in the dogs 
environment that may reappear on your pet will be killed. Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus), 
American dog tick (Dermacentor variabilis) and deer tick (Ixodes scapularis) which may carry Lyme disease. Ticks appear on dogs in 3 
stages. In the 1st two stages, ticks are smaller than a matchhead and are difficult to see. The collar will also control these immature stages. 
This collar provides effective tick control for up to 7 months. If ticks are a problem, this collar should be worn continuously. 

Place the collar around dog's neck, buckle and adjust for proper fit. Cut off close to the buckle and dispose of excess length by wrapping 
in newspaper and placing in trash. The collar must be worn loosely so that two fingers may be placed between collar and dogs's neck. 
Uving and rest areas of pet must also be treated with appropriate pest control measures to ensure control of pests. Dogs should be 
examined from time to time and the collar replaced when mature flea or tick populations begin to reappear. Wetting will not impair the 
collar's effectiveness or the pet's protection. If the dog goes swimming or is out in the rain it is not necessary to remove the collar. 
Replace when effectiveness diminishes. Deltamethrin 4% Collar may be used in addition to regular collar. Use only one flea collar at 
a time . 

STORAGE AND DISP()SAL: Store in original, unopened container, away from children. Do not reuse container or used 
collar. Wrap in newspaper and put in trash. 

NOTICE: Buyer assumes all responsibility for safety and use not in accordance with directions. 

ONE SIZE FITS AIL-TRIM TO SIZE 
This collar is designed to fit 99% of all 
dogs. In the rare instances (for example, 
well developed St. Bernards or Mastiffs) 
the collar may be short. If found short 
for your dog, return to the address on 
top panel of box for full purchase price 
refund. 

• • •• • 
•• • • • • •• • 

• 
• • •••••• • 
•• • • • • •• • 

• 
• • • • • • •••• 
• • .. • • •• •• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• 
•••••• • • • • 
•••••• • • •• •• 
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DELTAMETHRIN 4% COLLAR 

FLEA & TICK COLLAR FOR DOGS 

.J 

.J 

.J 

.J 

.J 

.J 

.J 

.J 

.J 

.J 

.J 

GUARANTEED WATER PROOF 
KlLLS FLEAS FOR 11 MONTHS 
KILLS TICKS FOR 7 MONTHS 
NEW MOLECULE - FIRST COLLAR FORMULATED WITH 
PYRETHROID 
ODORLESS 
FITS DOGS WITH NECKS UP TO 21" 
GUARANTEED OR YOUR MONEY BACK 
ONE OF THE LONGEST LASTING FLEA 
& TICK KILLERS AVAILABLE FOR USE 
ON DOGS 
WETTING WILL NOT IMPAIR COLLARS 
EFFECTIVENESS 
MAY BE WORN WITH REGULAR COLLAR 
PATENTED INSECTIODE RELEASE TECHNOLOGY 

ACTIVE INGREDIENTS: BY WEIGHT 
Deltamethrin __________________________ 4.00% 
Inert Ingredients 96.00% 

• (s)-alpha-cyano-3-phenoxybenzyi-(1R,3R)-3-
(2-2dibromovinyl)-2,2-dimethyl-cyclopropanecarboxylate 

CAUTION: Keep out of reach of children 

See Side Panel for additional Precautionary Statements 

EPA REG. NO. 432-

Roussel Uclaf Corporation 
95 Chestnut Ridge Road 
Montvale, NJ 07645 

NET CONTENTS: 1 Collar 
NET WT. 1.1 oz 

EPA EST. NO. CODE 

100.00% 

• ••• • ... .. 
• • • •• • 

• 
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DELTAMETHRIN 4% COLLAR 

FLEA & TICK COLLAR FOR DOGS 

GUAR.AN'IF.ED 11 Month Flea ICillec 
GUAR.AN'IF.ED 7 Month Td: ICillec 

Deltametbrin 4CJ, Collar provides full season, 11 month flea killing power (and 7 month protection against ticks). It's guaranteed! 

PRECAUOONARY STATEMENTS 
HAZARDOUS TO HUMANS AND DOMFSilC ANIMAlS 
CAUI"'ON: 
Do not open protective pouch until ready to use. Do not allow children to handle this collar. Harmful if swallowed or absorbed through 
skin. Avoid contact with eyes, skin or clothing. In case of contact, immediately flush eyes with plenty of water. Immediately get medical 
attention if irritation persists. Do not use on sick or convalescing dogs. Do not use this collar on puppies less than 12 weeks of age. 

STATEMENT OF PRACTICAL TREATMENT: If swallowed, call physician or Poison Control Center. H in eyes, flush with plenty of 
water. Get medical attention if irritation persists. It is not advisable to use this collar or similar pesticides on puppies less than 12 weeks 
of age. 

Collar is intended for use only as an insecticide generator and is not to be taken internally by man or animals. Do not use on sick or 
convalescing dogs. Other pesticides are not necessary and therefore should not be used on dogs while collar is worn. 

DJRECilONS FOR USB It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 
Deltamethrin 4% Collar contains Deltamethrin insecticide, one of the longest lasting flea and tick killers available for use on dogs. The 
Deltamethrin 4% Collar has been specially formulated using patented insecticide release technology. Because of the long duration of 
activity of the Deltamethrin 4% Collar, maximum effectiveness may not occur for 2-3 weeks after collar placement. Initial use of collar 
is to be in conjunction with dip or dust. F1eas (Ctenocephalides sp.) on the dog will be killed and ones which are present in the dogs 
environment that may reappear on your pet will be killed. Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus), 
American dog tick (Dermacentor variabilis) and deer tick (Ixodes scapularis) which may carry Lyme disease. Ticks appear on dogs in 3 
stages. In the 1st two stages, ticks are smaller than a matchhead and· are difficult to see. The collar will also control these immature stages. 
This collar provides effective tick control for up to 7 months. If ticks are a problem, this collar should be worn continuously. 

Place the collar around dog's neck, buckle and adjust for proper fit. Cut off close to the buckle and dispose of excess length by wrapping 
in newspaper and placing in trash. The collar must be worn loosely so that two fingers may be placed between collar and dogs's neck. 
Living and rest areas of pet must also be treated with appropriate pest control measures to ensure control of pests. Dogs should be 
examined from time to time and the collar replaced when mature flea or tick populations begin to reappear. Wetting will not impair the 
collar's effectiveness or the pet's protection. If the dog goes swimming or is out in the rain it is not necessary to remove the collar. 
Replace when effectiveness diminishes. Deltamethrin 4% Collar may be used in addition to regular collar. Use only one flea collar at 
a time . 

STORAGE AND DISMSAL: Store in original, unopened container, away from children. Do not reuse container or use{j 
collar. Wrap in newspaper and put in trash. 

NOTICE: Buyer assumes all responsibility for safety and use not in accordance with directions. 

ONE SIZE FITS AIL TRIM TO SIZE 
This collar is designed to fit 99% of all 
dogs. In the rare instances (for example, 
well developed St. Bernards or Mastiffs) 
the collar may be short. If found short 
for your dog, return to the address on 
top panel of box for full purchase price 
refund. 
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